06/04/98 TEl 14:50 FAX 07575 



ORDA 



Human gene therapy protocol 

Last updated: 5-13-98 



681CMJ01 (Open) Gene Marklnfl/Caneer 

In VltroiTumcr Infiltrating Lymphoeytes/Retrovirua/N»omycln Phosphotransferase cDNA/lntravenous 

^TT^f^V A ' : "**™; in *? lu te ' ° f Haai *. Sethesda. Maryland; 7*> Treatn-.ent ofPatms with Advanced Cancer Uang Cyzbohosphamide 
lnterhuk:n-2 and Tumor Miitra'.ing Lymphocytes. ^-i^raiiiw, 

RAC Approval: 10-3-88/NIH Approval: 5-2-69 



T^Jf°i !P? 9n) G8 » 9 ? 1 u 9, ' aoy/PhaM "MonoQOrte Disease/Severe Combined Immune Deficiency due to Adenosine Deaminase Deficiency 
In Vtro/Autotoflous Peripheral Blood Cells/CD54+ AutOlo fl ous Peripheral Blood Ceils/Cord Blood/Placenta Celte/Retrovirus/ActenoslnT^ 
Deaminase cWJAWcomyctn Phosphotransferase cDNA/lntravenous 

Blaese. R. Michael; National Institutes of Health, Bethesda, Maryland; rreafmertfo/5e^n» Combinad Immune Deficiency (SCO) due to Adenosine 
Deaminase (ADA) Deficiency with Autologous Lymphocytes Transduced with the Human ADA Gene: An Experimental Study. 

RACApprovir. 7-31-90/NIH Approval. 9-6-90 



9007-003 (Open) Gene Therapy/Phase l/Cancerrttelanoma7lmmunotnerapy 

In Vitro/Tumor Infiltrating Lymphoeytesttetroviru^Cytokine/Tumcr Necrosis Factor cDNAJNeomyeln Phosphotransferase cDNA'lntravenous 

Rosenberg. Steven A.; National institutes of Hearth. Bethesda, Maryland; Gene Therapy of Patients with Advanced Cancer Using Turr:or Wtatinc 
Lymphocytes Transduced with the Gene Coding for Tumor Necrosis Factor. 

RAC Approval: 7-3190/NIH Approval: 9-6-90 



9102-004 (Closed) Gene Marklnr^Cancer/Acul* Myelogenous Leukemia 

In Vltro/AutoloflCUS Bone Marrow Cells/Retrovlrus/Neomyoin Phosphotransferase cONAJBorw Marrow Transplant 

arennar, Malcolm K.; v.irro, Joseph; Hurwltz, Craig; Santana, Victor, and !r,le, James; St. Jude Chilaren's Research Hospital Memphis Tennessee- 
Autologous ecne Marrow Transplant for Children with Acuta Myelogenous Leukemia in First Complete Remission: Use ol Marker Genes to Investigate 
tne Biology of Marrow Raconstltutlon and the Mechanism ol flatepse. v 



9105-003 (Closod) Gena Marklng/Cancer/Neuroblastorna 

In Vitro/Autologous Bone Marrow Cells/Retrovlrus;Neomyein Phosphotransferase cDNArBone Marrow Transplant 

Srenner, Malcolm K.; Mirro, Joseph: Santana, Victor; and Ihle, James; St. Jude Children's Research Hospital, Memphis, Tennessee; A P/iess i/H Trial of 
high Oose CarPoplatin and etoposide with Autologous Marrow Support for Treatment of Stage D Neuroblastoma in First Remission; Use of Marker 
Genes to Investigate the Biology of Marrow Reconstltution and the Mechanism of Relapse. 



9105406 (Closed) Gene Mandno/Canear/Neurotlaotema 

In Vitro/Autologous Bone Marrow Colls/Retrovlrus/Neomycln Phosphotransferase cDNA/Bone Marrow Transplant 

3renner, Malcolm K.; Wrro Joseph; Santana. Victor; and Ihle. James; St. Jude Children's Research Hospital, Memphis, Tennessee; A Phase II Trial o< 
High^cse Carboplatln and £toposide with Autologous Marrow Support for Treatment of RelapseSRefrectory Neuroblastoma Without Apparent done 
Marrow Involvement. 



9105-007 (Closed) Gens Marklng/CancetfChronlc Myelogenous Leukemia 
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tn Vitro/Autologous Bona Marrow Cell 




jvlrus/Necmycin Phosphotransferase cONA/Bone Marrow Transplant 




Oeisseroth, Albert B.; M.D. Anderson Cancer Research Center, Houston, Texas; Autologous Bone Marrow Transportation for Chronic Myelogenous 
Leukemia In which Retroviral Markers are (/serf to Discriminate between Relapse which Arises from Systemic Disease Remaining after Preparative 
Tnerapy Vereut Reiapas due to Residual Leukemic Cells in Autologous Marrow: A Pilot Triel. 

RAC Approval: 5-31-91/NiH Approval: 7-12-91 
Closed: 6-1-93 
Close* 4-9-93 



9105-008 (Closed) Gene Marking/ Acute Hepatic Failure 

In Vitro/Autologous Hepatocytes/Retrovlrus/NeomyeJn Phosphotransferase cDNA/lntrahepatic 

Lediey, Fred 0.; Woo, Savto; Ferry, George; and Hartwell. Whlsertnand; Baylor College of Medicine, Houston, Texas; Hapatoceth-ar Tranpiantaticn in 
Acute Hepatic Failure and Targeting Genetic Markers to Hepatic Ceils. 

RAC Approval; 5-30-91/NIH Approval: 7-12-91 
Closed: Protocol Never Initiated 



9105-009 (Closed) Gene Marklng/Cancer/Melanoma 

In vitro,! vmor Infiltrating Lyrnphocytos/Retrovirus/Neomycin Phosphotransferase cONA/lntraveneus 

Lotee, Michael T.; University of Pittsburgh School of Medicine, Pittsburgh, Pennsylvania; Tne Adm'tnitlreticn of lnterteukin-2 and Tumor Mltnting 
Lymphocytes to Patients with Melanoma. 

RAC Approval. 5-30-91/NIH Approval: 1-17-92 
Closed; 4-95 



9110-010 (Open) Gene Therapy/Phase l/Cancer/Melanoma/Renal Cell/ColonJBrsast/tmmunotherapy 

In Vltro/Aulologous Tumor Cells/Lethally Irradlated/Retrovlrus/Cytoklne/Tumor Necrosis Factor cDNA/Neomycin Phosphotransferase 
cDNA/Subeutanaous Injection 

Rosenberg. Steven A.; National Institutes of Health, Bethesda, Maryland; Immunizetion of Cancer Patients Using Autologous Cancer Cells Modified by 
Insertion of the Gene for Tumor Necrosis factor (TNF). 

RAC Approval: 10-7-91/NIH Approval: 10-15-91 



9110-011 (Open) Gene Tharapy/Phaso I/Cancer/Melanoma/Renal Cell/Colon/lmmunotherapy 

In Vitro/Autologous Turner Celis/Lethally lrrsdlated/RetrovlrusyCytolclne/lnterteukln-2 eDNA/Subcutaneous Injection 

Rosenberg, Steven A.; National Institutes of Health, Bethssda. Maryland; Immunization of Cancer Patients Using Autologous Cancer Ceils Modified by 
Insertion of the Gene for lnteneukln-2 (M-7). 

RAC Approval; 10-7-91/NIH Approval: 10-15-91 



9110-012 (Closed) Gene Therapy/Phase l/MonogenlcOlsease/Famllla.1 Hyperchole*terolemla 
In Vitro/low Density Lipoprotein Receptor cDNA/lntrahepatlc/Portal Vein Cathetor 

Wilson. James M.; University of Pennsylvania Medical Center. Philadelphia, Pennsylvania; Br. Vivo Gone Therapy of Familial hypercholesterolerr.io 

RAC Approval: 1 0-3-91 /NIH Approval: 11-14-31 
Closed; 3-11-94 



9202-013 (Closed) Gene Therapy/Phase l/Cancer/Melarioma/Aderio«arcinoma/uiimurotherapy 

In Vlvo/Autologous Tumor Cells/Catlonlc Liposome Complex/DC-ChoI/HLA-B7/Beta-2 Microglobulin cONA/lntratumoral/Olrect 
Injection/Catheter Delivery to Pulmonary Nodules 

Nabel, Gary J.; University of Mlr*iigan, Ann Arbor. Michigan; Immunotherapy of Malignancy by In V'r/o Gene Transfer into Tumors. 

RAC Approval: 2-10-92/NIH Approval: 4-17-92 
Closed: 1 1-19-92 (Replaced by Protocol SS306-045) 
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9202-014 (Closed) Gene Marklng/CancerfAcule Myelogenous Leukemia/Acute Lymphocytic Leukemia 

in Vrtro/Autologoes Bone Marrow Cells/Retrovb- us/Neomydn Phosphotransferase cDNA/Borte Marrow Transplant 

Cornerta.. Kenneth; Indiana University, Indianapolis, Indiana; «efroW/8/-Metf9feo Gene Transfer of Bone Marrow Calls doling Autologous Bone Marrow 
Transplantation for Acute Loukamia. 

RAC Approval. 2-1 1-92/NIH Approval; 4-17-92 
Closed 5- 1 -95 



9202-015 (Closed) Gene Mar*ln B /Cancer/Molanoma/Renal Cell 

In Vitro/CD4* Autologous Peripheral Blood Lyrnphocytes/CD8+ Autologous Peripheral Blood Lymphocytes/CD4+ Autologous Tumor 
infiltrating Lymphocytes/C08* Autologous Tumor Infiltrating Lymphocyles/RetrovlrusMeomycIri Phosphotransferase cONA/lntravenous 

Eccnomou. James S. and Belldegrun, Arte: University of California at Los Angles. Los Angeles. California: The Treatment of Patients with MetasMic 
Melanoma an<f Renal Cell Cancer Using In Wrn expanded and Genetically-engineered (Neomycin Phosphotransferase) Bulk. COS f+) ana/or CD4(+'< 
Tumor infiltrating Lymphocytes and Bulk. CD8f+> antor CD4(*) Peripheral Blood Leukocytes in Combination vAh Recombinant inierieukin-2 Alone or 
vritn Recombinant lnlerleukin-2 and Recombinant Alpha Interferon. 

RAC Approval: 2-11-92/NIH Approval: 4-17-92 
Closed; 8-94 



9202-016 (Open) Gene Therapy/Phase l/Cancer/Ovarian/Pro-Orug 

In Vltrc/Alloganelc Tumor Cells/lethatly lrradlated/PA3l7/Retrovlrus/Herpes Simplex Virus Thymidine Kinase 
cONA'Ganeiclovlr/lntraperrtoneal Admlnlatratlon 

Frewnan, Scott M.\ Tulane University Medical Center. New Orleans, Louisiana; Gene Transfer for the Tmatmer.t of Cancer. 
RAC Approval; 2-10-92/NIH Approval: 2-5-S3 



9202-017 (Open) Gene Therapy/lnfsetloua Dteease/Human Immunodeficiency Virus 

In Vitro/CD8* Allogeneic Cytotoxic T Lymphocvte«/C08+ Syngeneic Cytotoxic T Lyrnphoeytas/Retrovlrus/Hygrortiycin 
Phosphotransfersse/Herpes Simplex Virus Thymidine Kinase cDNA/lntravenous 

Greenoero, Philip D. and Riddeil, Stanley; Fred Hutchinson Cancer Research Center, University of Washington, Seattle; Phase i Study to Evelusie the 
Safety of Cellular Adoptive Immunotherapy Using Genetically Modified CD8+ HlV-SpaciTic T Cells In HIV Seropositive Individuals. 

RAC Approval: 2-1 VS2NIH Approval; 4-17-92 



9206418 (Open) Gene Therapy/Phase I/Cancer/"Relapsed-R.eiractory Neuroblastoma/Immunotherapy 

In Vltro/Autolooou* Neuroblastoma Cells/Allogenelc Partially HU-Matched/Retrovlni8/Cyt3lclne/lmerleukift.2 cDNA/Subcutaneous (njectic 

Brenner, Malcolm K.; Fu.-mn, Wayne; 3antana. Victor; Bowman, Laura; and Meyer, William; St. Jude Children's Research Hospital Memphis 
Tennessee, Phase I Study of C>»oWr)e-0er» ModiTmd Autologous Neuroblastoma Cells for Treatment of RslapaeoVRefractory Neunoblastoms.' 

RAC Approval: 6-1-92/NIH Approval: 8-14-92 



9206-019 (Closed) Gene Therapy/Phase VCaneer/Bratf#ro-Drug 

In Vlvo/Autologous Tumor CellsffA317/RetroyJruiJHerpes Simplex Virus Thymidine Kinase cONA/GancidOYir/lntiatumcral/Stereotactic 
Injection <■ 

Oldfield, Edwerd, National Institutes of Health. Bethesda, Maryland; Gene Therapy for the Treatment of Brain Tumors Using lntra-Tuno*al Transduction 
with the Thymidine Kinase Gene and Intravenous Ganciclovir. Sponsor. Genetic Therapy, Ino/Novartis 



8206 020 (Closed) Gene Marking/Cancer/Chronic Myelogenous Leukemia 

In Vitro/ Autologous Bone Marrow Cells/Autotogous Peripheral Blood CeJIs/Retrovlrus/NeomycIn Phosphotransferase cDNA/Bone Marrow 
Trans pi ant 

Oeisseroth. Albert B.; MO Anderson Cancer Center, Houston, Texas; Use of Two Retroviral Markers to Tent Native Contribution of Mirrow and 
Peript^ml Blood Autologous Cells to Recovery After Preparative Therapy. 
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920S-021 (Closed) Gene Therapy/Phase VCa.icw/Melanoma/tnvnunotherBpy 

In Vitro/Allogoneic Partially HUV-Mat<*edm«rovlrus^oWne/lntorleuWn-2 cDNA/Subcutaneous Injection 

Gansbacher, Bemd; Houghton. Alan; and Livingston. Philip; Memorial Sloan Kettering Cancer Center. New York, New Yorx; Immunization with HLA-A2 
matched Allogeneic Melanoma Celts that Secrete Merleukin-2 in Patients with Metastatic Mafenoroa. 



9206-022 (Open) Gene TherapyfPhas* l/Cancer/Renal CelWmmunotherapy 

In Vltro/Allogenelc Partially Hl>-Matched/Retrovi™s/CvtoWne/lnterleukln-2 eDNA/Subcutfineous Injection 

Garabacher, Bernd; Motzer, Robert; Houghton, Alan; and Bander, Neil; Memorial Sloan Kettering Cancer Center. New York, New York' Immunization 
with intariaukin.2 Secreting Allogeneic Matched Renal Cell Carcinoma Cells In Patients with Advanced Renal Call Carcinoma. 

RAC Approval; 6-2-&Z1MIH Approval: 3-14-92 



9206-023 (Open) Geno Marking/Cancer/Multiple Myeloma 

In Vitro/CD34«- Autoloads Peripheral Blood Cells/lntrjvenous/Autologous Bone Marrow Cells/Retrovlrus/Neocnycrn Phosphotransferase 
cONA/Bone Marrow Transplant 

Dunbar, Cynthia; National Institutes of Health, Bethesda, Maryland; Retrovirat-Medated Gene Trantfer of Bone Marrow end Penptwral Blood Stem 
Cells During Autologous Bone Marrow Transplantation for Multiple Myeloma. 

RAC Approval: &-2-92/NIH Approval: 9-14-92 



9203-024 (Open) Gene Marking/Cancer/Breast 

In Vitro/C034* Autologous Peripheral Blood Cells/lntravenoua/Autoloaous Bone Marrow Colis/Rotrovlrua/Neomycln Phosphotransferase 
cONA/Bone Marrow Transplant 

Dunbar, Cynthia: National Institutes of Hearth, Bethesda. Maryland; Retrcvlral-Meolated Gene Transfer of Bona Marrow and Peripheral Blood Stem 
Calls During Autologous Bone Marrow Transplantation for Metastatic Breast Cancer. 

RAC Approval: 6-2-92/NIH Approval; B-14-92 



9206-02$ (Open) Gene Marklng/Cancer/Crtronic Myelogenous Leukemia 

In Vitro/CD34* Autologous Peripheral Blood Cells/lntravenous/Auloloflous Bone Marrow Cells/Retrovirus/Necrnycin Phosphotransferase 
cDNA/Bone Marrow Transplant 

Dunbar. Cynthia; National Institutes of Health, Betheeda, Maryland; Retroviral-Mediated Gene Transfer of Bone Marrow and Peripheral Blood Star-. 
Celis During Autologous Bone Marrow Transplantation for Chronic Myelogenous Leukemia. 

RAC Approval: 6-2-92/NIH Approval: 8-14-92 



9209-026 (Open) Gene Marking/Infectious Disease/Human Immunodeficiency Virus 

In Vitro/Synganelc Peripheral Blood Lymphocytes/Retrovlrjs/Neomycln Phosphotransferase eDNA/lntravenous 

Walker. Robert E.; National Institutes of Health, Bethesda, Maryland; A Study oftha Safety and Survival of the Adoptive Transfer of Geneticailv Mtrkad 
Syngeneic Lymphocytes in HIV Infected Identical Twins. 

RAC Approval. 9-14-92/NIH Approval: 9-3-93 



9209-027 (Closed) Gene Marking/Cancer 

In Vitro/G-CSF Mobilized CD34+ Autologous Peripheral Btood Cells'Retrovlrus/NeomycIn Phosphotransferase eDNA/Bons Marrow Trenspl; 

Schuenlng, Frieorich G.; Miller, A. Ousty; and Kiem. Hans-Peter; Fred HulcNnaon Cancer Research Center, University of Washhgion Seam- 
Washington: Sluoy on Contribution of Genetically Marked Peripheral Blood Repopulating Cells to Hematopoietic ReconstiMion after Transplantation . 
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'RAC Approval: 9- 14-92fN I H Approval: 2-5J? 
Closed: 4-29-97 





9209-028 (Clceed) Gene Marking/Cancer/Lymphcid Malignancies 

In Vltro/G-CSF Mobilized Autologous Peripheral Blood Cella/Rirtrovlrus/Neoniyeln Phosphotransferase eDNA/Bone Mairow Transplant 

Screening, -riedMch G.; Fred Hutchinson Cancer Research Center. University of Washington, Seattle. Washington; Evaluation of the 'Jsa of 
Recombinant Human G-CSF Stimulated Peripheral Blood Progenitor Cell Supplementation in Autologous Bone Marrow Transplantation in Psr/ems with 
Lymphoid Malignancies. 

RAC Approval: 9- 14-S2MH Approval: 2-6-93 
Closed: 2-25-94 (Merged wi<h protocol U 9209-027) 



9209-O29 (Closed) Gene MarklngfCaneer/ 

In VrtroKJ-CSF Mobilized CD34+ Autologous Peripheral Blood Cells/Retrovlrus/Neomycln Phosphotransferase cDNA-Bone Marrow Transplant 

Screening, Friedrich G.; Fred Hutchinson Cancer Research Center, University of Washington, Seattle, Washington; A Tnal of G-CSF Stimulated 
Peripheral Wood Stem Cells for Engraftment In Identical Twins. 

RAC Approval: 9-1 4-92/NIH Approval: 2-5-93 
Cosed: Protocol Never Initiated 



9209-030 (Open) Gene Marklng^CancerfChronlc Lymphocytic Leukemla/Folllcular Non-hodgkins Lymphoma 

In Vltro-'Autologous Bone Marrow Celte/Autolcgous Peripheral Blood Ceils/Retroviros/NBomycIn Phosphotransferase cONA/Bone Marrow 
Transplant 

Dei88eroth, Albert B.; University of Texas MD Anderson Cancer Center, Houston, Texas; Use of Retroviral Markers to Identify efficacy o( Purging and 
Origin of R&iepsa Following Autologous Son* Marrow and Peripheral Blood Cell Transplantation In Indolent 3 CeH Neoplasms (Follicular Hor r riodgMins 
Lymphoma or Chronic Lymphocytic Leukemia) Patients. 

RAC Approval: 9-14-62/NIH Approval: 12-2-93 



9403-031 (Open) Gene TherapyfPhase VCancer/Non-small Cell Lung Caneer/Antisonse/Tumor Suppressor Gene 
In Vlvo/Autologous Tumor Ceil8/Retrovlrue/p53 cOMA/kras Artlsense/lrtratumorelfBrorichcscope 

Roll, week A.; The University of Texas MD Anderson Canoer Center. Houston, Texas; and Garver. Robert I., Jr.: UnWers-'ry of Alabama at Birmincham. 
Birmingham, AL. Clinical Protocol for Modification of Oncogene and Tumor Suppressor Gene Expression in Non-Small Ceil Lung Cancer f/VSCcCI 

RAC Approval. 3-4-94/NIH Approval: 1-4-95 



9209-032 (Opon) Gene Merking;Cancer/Neuroblastoma 

In Vitro/Autologous Bone Manow Cells/Retrovtrus/Neomycin Phosphotransferase cDNA/Bone Marrow Transplant 

Brenner, Malcolm K.; St. jude Children's Research Hospital, Memphis, Tennessee; A Phase II Trial of the Baxter Neuroblastoma 3one Marrow Purging 
System Using tone Marking to Assess Efficacy. 

RAC Approval; 9- 15-92/MH Approval: 2-5-93 



9209-033 (Open) Gene Therapy/Phase 1/CancerTRenal Coll/lmmunotherapy 

In Vitro/Autologous FlbroMasts/Lettially IrradlateoVIn ComWrurtlon wtth Urrtransduced Autologous Tumor 
CelhVRetrovfru3/Cy1oKirie/lnterleukin-4 cDNA/Suboutaneous Injection 

Lotee. Michael T. and Rubin. Joshua T.; University of Pittsburgh, Pittsburgh. Pennsylvania; Gene Therapy of Cancer, a Pilot Study of iL-t Gene 
Modified Antitumor Vaccines. 

RAC Approval: 9-15-S2/NIH Approval: 2-5-33 



9212-034 (Open) Gene Therapy/Phase 1/Monogenlc Disease/Cystic Fibrosis 

In Vivo/Nasal Epithelial Cells/Respiratory Epithelial CellsrAdenovirus/Serotype 5/Cyetlc Fibrosis Transmembrane Conductance Regulator 
cONA/lntranasal/Resplratory Tract Administration (Bronchoscope) 
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Crystal, Ronald G.; Rockefeller University hospital. New York. New York; A Phase I Stuoy. in Cystic FibZtis Patients, of the Safety TodeHy and 
Brtcffd Efficacy of a Slngl* Admmistration of a Replication DefWertf, Recombinant Adenovirus Curving the cDNA of thv Norma) Hjmsn Cwfr 
FibrcsisTransmemtrane Conductance Regulator Gene In the Lung. 

RAC Approval: 1 2-3-92/NIH Approval: 4-13-93 



8212-035 (Open) Gone Therapy/Phase I/Monogentc Disease/Cystic Fibrosis 

In Vivo/Nasal Epithelial Cells/Respiratory Epithelial Cells/Adanovlrus/Serotype 5JE2a Temperature Sensitive Mutant/Cystic Fibrosis 
Transmembrane Conductance Regulator cDNA/lntranasalrResplratory Tract Administration (Bronchoscope) 

Wilson. James M„ University of Pennsylvania Medical Cantor. Philadelphia, Pennsylvania; Simon, Richard M„ University of Michigan Medical Center 
Ann Arbor, Miangan; McCoy, Karen, Cystic Florosls Center a: Ohio State University; Gene Therapy of Cystic Fibrosis Lung Diseases Using E1 De-fefetf 
Adenoviruses: A Phase I Thai. 

RAC Approval: 12-3-92/NIH Approval: 8-26-93 



9212-036 (Opon) Gene Therapy/Phase IfMonogenlc Disease/Cystic Fibrosis 

In Vivo/Nasal Epithelial Cellst/Ad6nov1rus/3erotype 2;Cyetlc Fibrosis Transmembrane Conductance Regulator cDNA/intranesal 

Welsh, Mlcnael J.; Howard Hushes Medical Institute, lowa City, Iowa; and Smith, Alan E.; Genzyme Corporation, Framinghsm, Massachusetts- Cv.fr 
Fibrosis Gene Therapy Using an Adenovirus Vector In Vivo Safety and Efficacy in Nasal Epithelium. Sponsor Genzyme Corporation 

RAC Approval: 12-4-S2-NIH Approval: 4-16-S3 



9303-037 (Open! Gene Therapy/Phase 1/Cancer/Glfoblastoma/Pro-CruB X 

In Vrvo/Autologous Tumor Cells/PA317;R etrovHu s/Herpe» Simplex Virus Thymidine Kinase cDNAfG^nciclovlrflntratunioial/Dlrsct Injectior 

Ven Gilder, John C; University of Iowa, Iowa City, towe: Bergsr, Mitchell; University of California, San Francisco California- Prados Michael- University 
of Washington, SeatUe, Washinolon; Wamlck, Ronald; University of Cincinnati Medical Center. Cincinnati, Ohio; Schold Clifford" University of Texas 
Southwestern Maaical Center. Dallas, Texas; FeteH. Michael; Columbia Presbyterian Medical Center, New York, New York; Schramm Johannes- 
Neurochirurelf eh« UniveraltatsWInlX, Bonn. Germany; Westphal. Manfred; University Clinic Eppendorf, Hamburg, Germany; Tonn Jorg-Ch-isriarv 
University Kliniken, Wurzburg, Germany; Moumdjian, Robert; Notre-Oame Hospital, Montreal, Quebec, Canada; Shaffrey. Mark; University o ! viroin a 
Charlottesville. Virginia; Asher. Anthony. Charlotte Neurological Associates and Presbyterian Hospital, Charlotte. North Carolina; Epstein, Met- Brown' 
University, Providence, Rnode Island; Schmltz-Schackert, Gabriels Anna Maria; University KllnBam Karl-Gustav-Carus, Dresden, Germany Mersdez 
ivar; Victoria Ganerai Hospital, Nova Scotia, Canada; Bernstein, Mark; The Toronto Hospital, Toronto, Ontario, Canada; Gene Therapy tor 'the 
Treatment q,' Recurrent G/tob/Mtoma Multiform with In Vivo Tumor Transduction with the Herpes Simplex Thymidine Kinase Gens/Ganciclovir Svstam 
Sponsor: Genetic Therapy. IncTNovartb 

RAC Approval: 3-1 -93/NIH Approval: 4-16-93 



9303-038 (Open) Gene Maiitinp/Cancer/Leukemlo/tslor.-mallcnant Disorders 

In VKro/Epsteln-Barr Virus Specific Allogeneic Cytotoxic T LymphocytesrRetrovirus/Neomyoln Phosphotransferase cDNA/Bone Marrow 
Transplant 

Heslop, Helen =.; Brenner. Malcolm K.; and Rooney, Cliona, St. Jude Children's Research Hospital Memphis, Tennessee; Administration of Neomycin 
Resistance Gene Marked fSV Specific Cytotoxic T Lymphocytes to Recipients of Mismatchod-RtHaM or Pnenotypiceiiy Simitar Unrelated C-cnor 



RAC Approval; 3-2 -33MH Approval: 4-16-93 



8303-039 (Open) Gene MarMng/Cancer/Acute Myelogenous Leukemia 

In Vitro/Autologous Bone Marrow Cells/Retrovlrus/Neomyctn Phosphotransferase cONA/Bone Marrow Transplant 

Brenner, Malcolm K.; Krance, Robert; Heslop, Helen E,; Santana. Victor, and Ihle. James; 3t Jude Children's Reseaich Hospilai. Memphis Tennessee- 
Assessment of the Efficacy of Purging by Using Gene-MwKed Autologous Marrow Transplantation for Chidmn with Acute Myelogenous Le-xenVe in 
First Complete Remission. 

RAC Approval: 3-2-93/NIH Approval: 4-13-93 



9303-040 (Open) Gene Therapy/Phase I/Cancer/Renal Coil/lmmunotherapy 

In Vltro/Autoloflous Tumor Cells/Lethafly Irradiated/Retrovlrus/CytoWrtefGrBnulocsrte-Macrcpriafle Colony Sttmulatlnn Factor 
cDNA/Subcutaneous Injection 



f. Baltimore, Maryland: Phase I Study of Ncn-Repiic^lflgAut 



' Simons. Jonathan: joniu HopMns Oncofogy^tter. Baltimore, Maryland Phase I Study of Ncn-Ftepiic^W Autologous Tumor Ceu injections u 
Ota Prepared v/ah or Wttwt Granulocyte-Macrophage Colony Stimulating Factor Gene Transduction In Patients with Metastatic Rene! OH 
Carcinoma. 

RAC Approval: 3-1 -93/NIH Approval: 12-2-93 



3303-041 (Closed) Gene Thsrapy/Phos* l/Mortogenic Disease/Cystic Fibrosis 

In Vivo/Nasal Epithelial Cells/Respiratory Epithelial Ceite/Adenovirus/Serotype 5/CysUc Fibrosis Transmembrane Conductance Reoulator 
cONA/intranasai/Respirntory Tract Administration (Bronchoscope) 

Wlimott, Robert W. and Whitsert, Jeffrey; Children's Hospital Medical Center, Cincinnati, Ohio: and Trapnell, Bruce: Genetic Therapy inc Gaithersfcura 
Maryano; A Phase I Stuoy of Gone Therapy ot Cystic Fibrosis Utilizing a Replication Deficient Recombinant Adenovirus Vector to Deliver trie Humeri 
Cystic Fibrosis Transmembrane Conductance Regulator cONA to the Airways. Sponsor: Genetic Therapy, .nc./Novartis 

RAC Approval: 3-2-93/NIH Approval: 4-16-93 
Closed: 4-28-37 (IND Withdrawn) 



A 9303-042 (Closed) Garw Therapy/Phase l/iaoneeenle Disease/Cystic Fibrosis 

<-|| In vivo/Nasal Epithelial Ceiis/Ad«noviri«/Se*otyp* 5/CystlC Fibrosis Transmembrane Conductance Regulator CDNA/lntranasal 

Boucher, Richard C. and Knowtes. Michael R.; University of North Carolina, Chapel Hii:, North Carolina; Gene Therap" for Cystic Fibrosis Using El 
Deleted Adenovirus; A Pfwse I Trial in the Nasal Cavity. 

RAC Approval: 3 2-93/NIH Approval: 10-7-83 
Closed: 10-94 



9306-043 (Open) Gene Therapy/Phase l/Cancer/Melanome/lmmunotherapy 

In Vitro/Autolosous Tumor Cells/Lothally frmdiated/RetrovlruslOamniB Interferon cONA/Subcutaneous Injection 

Selgler, Milliard F. ; CXJke University Medical Center, Durham, North Carolina; and Werrltt, James A,; Vlagene, Inc.. San Diego California- A Phase I w 
of Human Gamma Intertemn-Transduced Autologous Tumor Cells In Patients WlVt Disseminated Malignant tMenoma. 

RAC Approval: 6-7-93/NIH Approval: 9-3-93 



9306-044 (Open) Gene Therapy/Phase l/Cancer/Ovarlan/Chemoprotectlon 

In Vltrc/C034+ Autologous Bone Marrow Cella/Retrovrrus/Murtl-Orug Reslstance-1 cONA/Bcne Msrrow Transplant 

Deisseroth. Albert B,; Kavanagn. John; and Champlin, Richar d; University of Texas MO Anderson Cancer Center, Houston, Texas; Use of Safely- 
Modified Retroviruses to introduce Chemotherapy Resistance Sequences into Normal Hematopoietic Cells for Cnemoprotection Duiina the /'rvraov vt 
Ovarian Cancer A PHot Trial ' 

RAC Approval- 6-7-93/NIH Approval: 12-2-93 



9306-045 (Open) Gene Therapy/Phase fCancer/lmmunotherapy 

In Vivo/Autolooous Tumor Cells/Cationlc Liposome Coroplex/HLA.B7/Beta-2 Microglobulin cDNA/lntratumoral/Direct Injection/Catheter 
Delivery to Pulmonary Nodules 

Nabel. Gary J.; University of Michigan Medical Center, Ann Arbor, Michigan; Immunotherapy for Cancer by Direct Gene Transfer into Tumors. 
RAC Approval: 6-7-93/NIH Approval: 9-3-93 



9306-046 (Opon) Gene Therapy/Phase l/Monogame Dtsease-'Gsucher Disease 

In V*ro/CD34* Autologous Peripheral Blood CeU»/Rerrovlrus/Glucocer»brosldaso cDNA/Bone Marrow Transplant 

Berranger, John A.; University of Pittsburgh, Pittsburgh, Pennsylvania; Gene Therapy for Gaucher Disease. Ex i/h/o Gene Transfer «, 
Transplantation ofC034<+) Cells. 

RAC Approval: 6-7-93/NIH Approval- 9-3-S3 




9306-047 (Closed) Gone Therapy/Phase (/Monogenic Oisease/Gaucher Disease 

In Vltro/CD34+ Autologous Peripheral Blood Cellsmetrovlrus/Glucocerebroslda6e cDNA/Bono Marrow Transplant 
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"Karisson, Stefan and Dunbar. Cynthia Natk^nstftutes of Health, Bethesda. Maryland; aid Kuhn, 0<j^.; Children* Hospital Los Angeles Los 
Anoeles, California; Retroviral Mediated Tnnsfsr of the cONA for Human Glucocarabrosidase into Hematopoietic Stum Cells of Patterns with Gaw.iai 
Ditease. Sponsor: Genetic Therapy, Inc/Novartis 



9306-O48 (Closed) Gone Therapy/Phase infectious DIssase/Human Immunodeficiency Vlrus/lmmunotherapy 
In Vivo/Autologous Muscle Cells/Retrovtrus/HIV-IIIIB Envelope Proteln/lntramuscutar Injection 

Galpin. Jeffrey E.; University of Southern California: Casdato, Dennis A.; Shared Medical Research Foundation, Tarzana California- and Merritt Jan 
A.: Viagene, Inc., San Diego, California; A Preliminary Study to evaluate the Safety and Biologic Effects of Muring Retroviral Vector Encoding HIV-1 
Genes [Hiv-iT(V)j in Asymptomatic Subjects infected with HiV-1. Sponsor. Chiron Corporation 

RAC Approval: 6-7-93/NIH Approval: 9-3-93 
Dosed: 9-8-94 



9306-049 (Open) Gene Therapy/Phase l/lnfecMoue Disease/Human Immunodeficiency Virus/Replication Inhlbltlon/Amisense 

In Vltro/CD** Autologous Peripheral Blood Cells/Retrovlrus/Partlcta Mediated Gene Transfer (AceelW>)/RSV-tar7Rev M10/lntravenous 

Nabel, Gary j; ; University of Michigan Medical Center, Ann Arbor, Michigan; A Molecular Geneth Intervention for AIDS • Effects of a Transdominant 
AiegaOs Perm of Rev 

RAC Approval: 6-7-93/NIH Approval: 9-3-93 



93W-050 (Open) Gene Therapy/Phase t/Cancer/Astrocytorna/Pro-OruB ) 

in Vivo/Autologous Tumor Cells/PA317/Retrovlros/Herpes Simplex Virus Thymidine WnasejsDNA/GBnclclcvir.'intraturnoral/Ommaya injection 

Raffel. Corey: Mayo Clinic, Rochester. Minnesota; ViBablanca. Judith; Chitdrens Hospital Los Angeles, Los Angeles. California; Packer, Roger. 
Chlldrens National Medical Center. Washington. DC; Tctin. Jorc-Chnstian, Neurochi7urgische Kilrtik uni Pollkllnik. Unlversi'ats-Kilnlkin .'wurzburg 
Germany; and Burdacn, Stefan; University Center for Paediatrics, Hdnrich-Heine Unlveraitat, Dusseldorf, Germany; Gene Therapy for the Treatment of 
Recurrent Pediatric Malignant Astrocytomas with In Vivo Tumor Transduction with the Hei-pes Simplex Thymidine KJnase Gene. Sponsor; Genetic 
Tnerjpy, Ine./Novartls 

3AC Approval: 6-8-93/NIH Approval: 9-3-93 



9306-051 (Open) Gene Therapy/Phase l/CancerfOvarlan/BrairVCheflioprotactlon 

In Vltro/CD34+ Autologous Bone Marrow Cells/Retrovirus/Multt-Orug Reslstence-1 cONA/Bone Marrow Transplant 

Hesdorffer, Charles and Antman, Karen; Columbia University College of Physicians and Surgeons, New York, New York; Hmtr- MDR Gene Transfer in 
Patients with Advanced Cancer. 

RAC Approval: 6-8-93/NI H Approval; 9-3-93 



9306-0S2 (Open) Gene Therapy/Phase 1/Cancer/GlloblastomaJAntlsense 

In Vitro/Autologous Tumor Cells/LethaJly IrradlateoVCattpnlc Liposome Complex/Llpofoetln (Gtoco BRL)/lnsulln-llke Growth Factor 
Antisense/Subcutaneous Injection 

Man. Joseph; Ca 3 e Western Reserve University School of Medicine and University Hospitals of Cleveland, Cleveland, Ohio; Gene Therapy for Human 
Brair, Tumors using Episome-Based Antiaans* cDNA Transcription ofirmilln-Uke Growth Factor I, 

RAC Approval: 6-8-93/NIH Approval: 12-2-93 



9303-053 (Open) Gene Therapy/Phase l/Csncer/8mall Cell Lung Cancef/lmmunotherapy 

In Vitro/Autologous Tumor CeHefLethalry Bradlated/CaBonlc Liposome Complex/Upofectln (Gibco BRL)'Cytoklne/lnt»rfsuliin-2 
cDNA/Neomycin Phosphotransferase cDNA/Subcutaneous Injection 

Cassile*, Peter; Podack, Eckhard R.; Sridhar, Kasl; University of Miami: and Save/a], Niramol; Miami Veterans Administration Hospital, Miami. Floricr. 
Phase / Study of Transacted Cancer Cefls expressing the Ir.terlaukin'Z Gene Product in Limited Stage Small Cell Lung Cancer. 



RAC Approval: 9-9-93/NIH Approval: 12-2-93 
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9300-054 (Open) Gena Therapy/Phase l/COTcer/BreastfChemoprctectlon 
in Vltro/CD34* Autologous Peripheral Hood Cells/RettONlrus/Muttl-Orug Resistance-1 cDNA/lntravenous 

O'Shaughnessy, Joyce: Kentucklana Medical Oncology Association, Louisville, Kentucky; Retroviral Mediated Transfer of the Hunan Multi-Drug 
Resistance Gene (MOR-1) into Hematopoietic Stem Colls During Autologous Transplantation after Intensive Chemotherapy for flresst Cancer. 

RAC Approval: 9-9-93/NIH Approval: 10-7-83 



9309-055 (Open) Gena Therapy/Phase UCaneer/Br«lnJ^mors/Pn>*nJe 

In Vlvo/Autologous Tumor C»ll»jPA317motfov1ru< ^cripw Simplex Virus Thymidine Kinase cDNA^anclcloWr/lniraturngral/Oirect Injeetie 

Ken. Larry E.; Sarrford, R. A.; Brenner. Malcolm K.; end HeWeman. Richard L: SL Jude Children* Research HospitBi Memphis Tennessee- a-«d 
OldfleU, Edward H.; National Institutes of Health, Betnesda.. Maryland; Gane Therapy lor Recurrent Pediatric Brain Tumors. Sponsor. Genetic Tn< 



RAC Approval: 9-9-93/NIH Approval: 10-7-&3 



9309-056 (Open) Gene Therapy/Phase l/Cancer/Melanoma/lmmunotharapy 

in Vitro/Allogenele Tumor Cells/Lethe lly lrradtated/Retrovlru«/imerl«ukln-2 cDNA/Neomydn Phosphotransferase cDNA/Subcutaneous 
Injection 

Das Gupta, Tapas K. and Cohen, Edward P.; University of Illinois at Chicago, Chicago, Illinois.: immunization of Malignant Mela.noma Patients with 
Merteukln Z-Seeretlng Melanoma Cells Expressing Defined Allogeneic Histocompatibility Antigens. 

RAC Approval: 9-10-93/NlH Approval: 4-19-84 



9309-057 (Open) Gane Therapy/Phase l/lnf»ctlous OlseaseJHuman Immunodeficiency Virus-1/Repllcatlon Inhlbltlon/Halrpin Rlbotyrne 
In Vltre/CM+ Peripheral Blood Ceiis/Rotrovlrue/Halrpln Rlbozyme/lntravwous 

Wons-Staai. Flossie; Poeschla, Eric; and looney, David; University of California, San Diego, California; A Phase / CJnical Trial to Evaluate ths Safety 
and Effects in HIV-1 infected Humans of Autologous Lymphocytes Transduced tvith a Rlbozyme that Cleaves HIV-1 RNA. 

RAC Approval: 9-10-93/NIH Approval: 10-25-94 



9309-058 (Open) Gene Therapy/Phase l/Cancer/Melanoma/lmmunotherapy 

In Vltro/Allogsnelc Tumor Cells/Lethaliy Irradlated/ln Combination with Untransduced Autologous Tumor Cells/Retrovirus/lnterieukin-2 
cDMA/Subcutaneous Injection 

Eoonomou, James S. and Glasby, John A.; University of California Medical Center, Los Angeles. California; Genetically Engineered Autologous Turret 
Vaccines Producing lntBrtoukin-2 for the Treatment of Metastatic Melanoma. 

RAC Approval: 9-10-93/NIH Approval: 12-2-93 



9312-059 (Closed) Gene Therapy/Phase Vfcr*^/Leptomenlr>a*a*-Ca7cTn 

In Vlvof Autologous Tumor Cell«/PA317/Retrov1rusmer^erflmplex Virus Thymidine Kinase cDtoA/Ganciclovirflntraventrlcular 
InjeetiotVSubarachnoid injection ' . 

OldHeid, Edward H, and Ram, Zvi; National Institutes o» Health, Betnesda. Maryland; Intrathecal Gene Therapy for the Treatment ct baptomsningeal 
Carcinomatosis. Sponsor: Genetic Therapy, incjNovartis 

RAC Approval: 12-2-93/NIH Approval: 1-20-94 
Closed: 1/95 



9312460 (Open) Gene Therapy/Phase l/Cancor/Colon/lmmunotherapy 

In Vltro.'Autologous Flbroblusts/Uthally IrradlahxJ/ln Combination with Untransduced Autologous Turnor Celle/Retrovlrus/lnterleukin-2 
cDNA/Subcutanaous Injection 

Sobol, Robert E. and Royston. Ivor: San Diego Regional Cancer Center, San Diego, California; Injection of Colon Carcinoma Patients with Autologous 
Irradiated Tumor Cells and Fibroblasts Genetically Modified to Secrete /nte/feufc'n-2. 

RAC Approval: 12-2.93/NlH Approval: 1-4-95 



Inc./Novartls 



• 9312-061 (Closed) Gene Therapy/Phaso^H^og«nlc Olsease/Gjucher Disease 
tn Vltro/G-CSF Mobilized CD34+ Autologous Porlpneral Blood Wls/Retrovlrus/Glucocerebrostdase cONA/intravenous 

Schuenlng, Frledflch; Fred H-jtcNnson Cancer Research Center, Seattle, Washington; Reuwirus-Mediated Transfer of the cDNA tor Human 
Glucocerebrosldase into Peripheral Blood depopulating G>Us of Patients wrtn Gaucher* Disease. 



9312-062 (Closed) Gone Therapy/Phase l/lnfectlous Disease/Human Immunodeficiency Virusflromunotherapy 
In Vlvo/Autologous Muscle Cells/R«trov!rus/HIV-1IIIB Envelope Protein/Intramuscular Injection 

Haubrleh, Richard; Universe of California el San Diego Treatment Center, San Diego. California; end Menitt, James A.: Visgene. Inc.. San Diego 
California; An Open Libel, Phase Wl Clinical Trial to Evaknta the Safety end Biohghal Activity of HIV-lTfV) (HIV-i IIBenv/Rmroviral Vector) in hiV- 1 
Infected Subjects. 

RAC Approval: 12-3-S3/NIH Approval: 4-19-9* 
Closed: 10-13-94 



9312-063 (Open) Gene Therapy/Phase l/Cancer/M»lanom ^Immunotherapy 

in Vitro/Allogeneic Tumor Cells/Lethally IrratHated/Catlonlc Liposome Ccmplex/Upofectln (Gibco BRL)/B7 (CO80) cDNA/Neomycir: 
Phosphotransferase cDNA/Subcutaneom Injection 

Srnol. Mario; National Institutes of Health, Frederich, Maryland; A Phase I Trial of BT-Tmnsfeoted Legally Irradiated Allogeneic Ma'aroma Celt Lines to 
induce Cell Mediated Immunity Against Tumor-Associated Antigens Presented by HLA-A2 orHLA-AI in Patients with Stage IV Meianoma. 

RAC Approval: 12-3-93/NIH Approval: 4-19-94 



9312-064 (Closed) Gene Thsrapy/Phase I/CanceWColon/Hepatic Metastasesflmmunotrwrapy 

In Vlvo/Autologous Tomor Colls/Catlonlc Liposome Complex/DMRIE-OOPE Vlcal VCi.-1005/HLA-B7/Beta-2 Microglobulin 
cONA/lntratumoral/Hepatlc Injection 

Rubin. Joseph; Mayo Clinic, Rochester, Minnesota; Phase I Study of Immunotherapy of Advanced Colorectal Carcinoma by Dirozt Gene Transfer into 
Hepatic Metastases. Sponsor: VTcal, Incorporated 

RAC Approval: 12-3-93/NIH Approval: 4-19-94 

Closed: 3-16-95 (Cloe«d to accrual - maximum number of subjects entered) 



9312-065 (Open) Gene Therapy/Phase l/Cancer/Melanoma/Immunotherapy 

In Vltro/Autologous Tumor Cells/Lethally Irradiated/Used In Combination with Antt-CDS and lntertoLkln-2 Primed Autologous Lymph Node 
Ceils to Prime Autologous Peripheral Blood Calls In Vttro/Retrovlrus/GM.CSF cOMA/lntravenous 

Chang. Alfred £.; University of Michigan, Ann Arbor. Michigan; Adoptive Immunotherapy of Cancer with Activated Lymph Node Cells Primed In vvo vrith 
Autologous Tumor Cells Transduced with the GMOSF Gene. 

RAC Approval: 12-3-93/NIH Approval: 8-23-94 



9312-066 (Open) Gene Therapy/Phase ^Monogenic Diseete/Cystlc Fibrosis 

In vivo/Nasal Epithelial Cells/Cotlonks Liposome Cc^nplex/DtoRIE-OCiPE/Cyatte Fibrosis Transmembrane Conductance Regulator 
cDNA/lmnnasa! 

Soracher, Eric J. and Logan, James L; University of Alabama, Birmingham. Alabama; Gens Therapy tor Cystic Fibrosis Using Cat/onto Liposai 
Mediated Gana Transfer. A Phase I Trial of Sefety and Efficacy In the Nasal Airway. 

RAC Approval: 12-3-93/NIH Approval: 1-4-95 



9312-067 (Open) Gone TheropyfPhBse IfMonogenlc Disease/Cystic Fibrosis 

In Vivo/Nasal Epithelial Cells/MaxBhjry Sinus Epithelial CWls/Adenovlrus/Serotype 2/Cystrc Fibrosis Transmembrane Conductance 
Regulator cONA/lntranasal/Maxlilary Sinus Administration 

Welsh, Michael J.; Howard Hughes Medical Institute, Iowa City, Iowa; Adenoviws-Medialed Gene Transfer of CFTR to the Nasal Epithelium ar.o 
MixlltarySlnu$ of Patients with Cystic Fibrosis. Sponsor Genryme Corporation 
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9403-oea (Open) Gene Therapy/Phase l/Cancer/ftouroblastoma/lmmunothorapy 

m Vltro/AutclogouB Tumor Cells/Allogeneic Tumor CeBs/Lethally trradUted/Retrovirua/Gamma Interferon cONA/Subcutaneous injsctlon 



Rosenblatt. Joseph; University of California, Los Angeles. California; Seeoer. Robert; Chlldrens Hospital. Los Angeles. California; and Merriti. James 
Viasene. Inc.. San Diego. California; A Phase I Study of Immunization with Gamma Interferon Transduced Neuroblastoma Ce^s. 

RAC Approval; 3- 3-34/NlH Approval: 10-25 94 



9403-069 (Closed) Gent Therapy/Phase Hl/lnfectlous Disease/Human Immunodeficiency Vtrus/lttimunotherapy ' 

In Vitro/C08+ Syngeneic Peripheral Blood Cells/R©trovirujJCD4<:«ta Chimeric Receptor/lntravenous/Ccncurrent lnterleukin-2 Therapy 



Walker, Robert; National Institutes of Health, Bethesda, Maryland; A Phase 1/11 Pilot Study ol the Safety c/ the Adoptive Transfer of Svngeno/e Gene 
Moolfod Cytotoxic T-Lymphocytes in HIV-infected Identical Twlnt. Sponsor: NlH/CeB Genesys, Inc. 

RACApprovsl; 3-3-S4/NIH Approval. 8-23-94 
Closed: 2-97 



9403-070 (Opon) Gene Therapy/Pha6e l/Monogenlc Dlsease/Alpha-1-Antlfeypeln Deficiency 
/ J, ln vlvo/Na « al Epithelial Cella/Rosplratoiy Epithelial Cella/Catlonlc Liposome Complejo'DC.Chol-OOPEi'Alpha-i Antitrypsin 
[yi eONA/ln»rana$al/Respiretory Tract Administration (Bronchoscope) 

Brignam. Kenneth; Clinical Research Center at Vanderbllt University Medical Center, Nashville, Tennessee; Expression of en Exogenous// Adrrinis; 
Human Aiphe-1 -Antitrypsin Gere In the Respiratory Tract of Humans. Sponsor Gene Medicine. Inc. 

RAC Approval; 3-3-94/NIH Approval: 10-25-94 



9403-071 (Closed) Gene Therapy/Phase I/Cancer/Renal Cell/lmmunotherapy 

In Vivo/Autologous Tumor Cella/Catlonlc l iposome Complex/DMRIE-OOPE Vlcal VCL-1005/HLA-B7/B-«3-2 Microglobulin 
cDNA/lntratumoral/Dlrect Injection 



Vogeizang, Nicholas; the University of Chicago, Chicago. Illinois; Phase I Study of Immunotherapy for Metastatic Rene! Cei! Carcinoma pv Direct G< 
Transfer into Metastatic Lesions. Sponsor; Vical, Incorporated 

RAC Approval: 3-4-S4/NIH Approval: 4-19-94 

Closed: a-5-35 (Closed to accrjal - maximum number of subjects entered) 



9403 072 (Closed) Gene Therapy/Phase I/Cancer/Uelanoma/lmmunotherapy 
-^Vj In Vivo/Autologoyj Tumor Cella/Catlonlc Upoeome Complex/DMRIE-OOPE Vlcal VCL-10D5/HLA-B7/Seta-2 Microglobulin 
/ 1 cDNA/lntraluniorat/Direct Injection 

Hersh, Evan; Arizona Cancer Center, Tucson, Arizona: and Akporiaye; Harris; Stopeek; Unger; ane Wamake; University ol Arteona, Tucson, Arizona: 
Phase I Study of immunotherapy ol Malignant Melanoma by Direct Gens Transfer. Sponsor, vlcal, incorporated 

RAC Approval: 3-4-94/NIH Approval: 4-19-94 

Qosed: 3-27-95 (Closed to accrual - maximum number of subjects entered) 



9406-073 (Open) Gene Therapy/Phase l/Colon/lmmunotherapy 
"n^i In Vtvo/AutoJogou* Tumor Cell$/Plaemld DNA/Carclnoembryonlc Antigen Plasmid Expression Vector/Kanamycln Resistance 
1 ( cONA/lntratumoral/Direct Injection 

Curie!, David; University of Alabama, Birmingham, Alabama; Phase I Trial of a Polynucleotide Augmented Antitumor imniurizatic* to Human 
Carcinoembrr>nic Antigen in Patients with Metastatic Colorectal Cancer. 

RAC Approval: 6-10-95/NIH Approval: 7-27-95 



940MJ74 (Open) Gene Therapy/Phase l/Other/Rtieumatold Arthritis 

In Vlvo/Autologous Synovial Cells/Retrovlrus/interleukln-1 Receptor Antagonist Protein cDNA/lntraJolnt/Metaearpal Phalangeal Joints 



Evans, C. H. and Robbies, Paul; University of Pittsburgh, Pittsburgh, Pennsylvania; Clinical Trial to Assess the Safety, feasibility, and Efficacy of 
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Transferring a Potentially AnU-eithritic 




Gene to Human Joints wit/i Rheumatoid Arthritis. 




RAC Approval: 6-S-94/NIH Approval: 7-27-05 



9408-075 (Open) Gene MarklngfCanear/Ovartan 

InVltro/Autoleoous Peripheral Blood CeBs/AutolOflOjs Tumor Infiltrating Lymphocytesm8»rovIru«/Nec«iycin Phosphotransferase 
cDNArtntrnpwlton«al 

Freedman, Ralph; MD Anderson Cancer Onter, Houston. Texas; Use of a Retroviral Vector io Study the Trafficking Patterns of Purified O/arian Til 
Populations Uaed in Intraperitoneal Adopts Immunotherapy of Ovarian Cweer Patients: A Pilot Study. 

RAC Approval: 5-9-94/NIH Approval: 7-12-94 



9406-076 (Open) Gene Marking/CaneertPedUtrlc Malignancies 

In Vitro/CD34* Autologous Bona Marrow CeBs/f^rovlrus/Neomycin Phosphotransferase cDNA/Bone Marrow Transplant 

Heslop, Helen; Brenner, Malcolm, K.; and Kranoe. Robert; St. Jude Chlldrens Research Hospital, Memphis, Tennessee; Uso of Double Msrt/.T? with 
Retroviral Vectors to Determine fne Rare of Reconstituticn of Untreated and Oytokhe Expanded CD34(*) Selected Marrow Cells in Patients Undergoing 
Autologous Bone Marrow Transplantation. 

RAC Approval: 6-9-94/NIH Approval: 7.12-94 



9405-077 (Open) Gene Therapy/Phase l/Cancor/Qreast/Chemoprctectlon 

In Vltro/CD34+ Autologous Peripheral Blood Cellt/Retrovlru6/Multl-0rua Re3rstartee-1 eDNA/lrt*rav*nous 

Deisseroth, Albert Hcrtobagyl, Gabriel; ChgmpUn, Rlcnard; and Holrnes, Frarfcie; MO Anderson Cancer Cemer. Houston, Texas; Use of Safeiy-Moamed 
Retroviruses to Introduce Chemotherapy Resistance Sequences into Normal Hematopoietic CeHs for Chemoproteciion Durino. the Therapy of Breast 
Cancer: A Pilot Trial. 

RAC Approval: 6 3-94/NIH Approval: 7-12-94 



9406-078 (Open) Gana Therapy/Phase l/Monogonle Dlsease/Fanccnl Anemia 

In Vlrro/C034+ Autologous Peripheral Blood Cells/Retrovlrus/Panconl Anemia Complementation Group C cDNA/lntravenous 

Uu, .'Ohnson, M. and You.ig, Nteal S.; National insStules of Health, Bethesds, Maryland; and Wagner, John E., University of Minnesota, Minneapolis, 
Minnesota; Retroviral Mediated Gene Transfer of the Fsnconl Anemia Complementation Group C Gene to hematopoietic Progenitors of Group C 
Petients. 

RAC Approval: 6-9-94/NIH Approval: 2-12-95 



9409-07$ (Open) Gene Thereby/Phase l/Cancer/Non-small Cell Lung Cancer/Tumor Suppressor Gene 
In Vrvo/Autologous Tumor Cells/Adenovlrus/Serotype 5/p53 cONA/lntratumoraimronchoscope 

Roth. Jack A.; MD Anderson Cancer Center, Houston, Texas; CHtwal Protocol for Modification of Tumor Suppressor Gene Expression and induction of 
Apoptosis in Non-Smell Cell Lung Cancer (NSCLC) w»ft an Adenovirus Vector Expressing WildtypspS'i and Ospiatin. 

RAC Approval: 6-10-94 and 9-11-98/NIH Approval: 9-21-95 



9406-080 (Open) Gene Therapy/Phase l/Cancer/Glloblastoma/1mmunothorapy 

In Vltro/Autolocous Fibroblasts/Lethally IrradiatadTIn Combination with Untiansduced Autologous Tumor Cellw'Lethally 
lrradiat»dfRetroviru«/Cytoklrie/lnterleukln-3 cDNA/8ubcutaneous Injection 

Sobcl, Robert ar,d Royston, Ivor; San Diego Regional Cancer Center; San Diego, CaMomla; Injection of GthiHastona Patients with Tumor Cells 
Generally Modified to Secrete trterleukin-2 (7L-2J: A Phase I Study. 

RACApprovai: 6-10-94/NIH Approval: 7-12-94 



9406-081 (Open) Gene Therapy/Phase l/Cancer/Melanoma/Lymphoma/Breast/Head and Neck Cancerflmmu;iotriorapy 

In Vitro/Autologous Fibrobta&ts/Lethally lrra4lated/RetrovlruS/Cytoklneftriterleukin-12 cDNA/Neomycin Phosphotransferase 

cDNAflrHraturnoroiyDlrB«t Injection 
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h.^fturgn, Pennsylvania: il- 12 Gene Therapy Using Direct /n^Li 



• Lobe, Michael T; University of Pittsburgh. WSurgn, Pennsylvania: «.-l2 Gene Tnerepy Using Direct lotion of Timer with GoneVcaily engineered 
Autologous rlsrcclasts. 

RAC Approval; 6-10-94/NIH Approval: 2-10j9S 



9406-082 (Open) Gene Therapy/Phase l/Cancef/Prostate/lrnmunotherapy 

In Vitro/Autologcua Tumor Cells/Uthully irradlitedmfltrovlrus/CytoWrw/Granulocyw-ltocrophag* Colony Stimulating F.dor 
cDNA/Subcutaneous Injection 

Simons, Jonathan; Johns Hopkins Oncology Center, Baltimore. Maryland: Phase W Stuay o/ Autologous Human GM-CSF Gene Trer.stfucerf Prostata 
Car.car Vaccines m Patients with Metastatic Prostate Caxinoma. 
NIK/ORDA Approval: 8-3-94 (Accelerated Review) 



9409-083 (Open) Gene Therapy/Phase 1/MonoeonJe Dlseas a/Cystic Flbrcsl* 

In VrvoNasel Epithelial Cells/Ras P lr»tory Epithelial CelWAdene-Assoelated Virus/Cystic Flbrcal* Transmembrane Conductance R*oi 
cONA/lntranasal/Reaplratory Tract Administration (Bronchoscope) 

Zeltlln, Pamela L; John6 Hopkins Childrens Center, Baltimore, Man/end; A Phase I Study of on Adeno-associated Viius-CFTR Gene Vector in 
Patients m/fth Mild Lung Disease. Sponsor: Targeted Genetics Corporation 

RAC Approval: 9-12-94/NIH Approval: 11-15-94 



9409-084 (Open) Gone Therapy/Phase ICaneer/Breast/AntUense 

In Vlvo/Autofogous Tumor CeHa/Retrovlrua/e-fos Antlsenae RNA/c-myc Antisense/lntrapleuraMntraperltoneal 

Hoi!, Jeffrey, and Arteaga, Carlos B.; ainlcal Research Center at VandertMIt University Medical Center, Nashville, Tennessee; Gene Therapy for the 
T ^ } a ^ nont o f Matafif atfc Breaif Career by In Vivo Infection with flnsasf-Tanjeled Retroviral Vectors Expressing Antisense c-fcs or Aniisanso umyc 

RAC Approval: 9-12-94/NIH Approval: 1-1-95 



9409-085 (Open) Gene Therapy/Phase (/Monogenic Dlsease/CyStlc Fibrosis 

In Vivo/Nasal Epithelial Cella/Resplratory Epithelial Cells/Adenovlrus/Serotype 5/Cystlc Fibrosis Transmembrane Conductance Regulator 
cDNA/lntrenasBl/Resplratory Tract Administration (BronchoscopeyMuHlple Dose 

Crystal, Ronald G.; New York Hospital-Cornell Medical Center, New York. New York; Evaluation of Repeal Administration of a Replication Oeficieni 
Recombinant Adenovirus Containing tht> Normal Cystic Fibrosis Transmembrane Conductance Regulator cDM to the Air/imvs of individuals with cVsf'c 
Fibrosis. 

RAC Approval: 9-12-94/NIH Approval: 11-30-94 



9409 -086 (Open) Gene Therapy/Phase l/Cancer/Breast/Immunotherapy 

in Vitro/AutolOQOus Tumor Cella/Lethally Irradlated/Catlontc Liposome Compiex/Avectin T "/CytoklneJInterieul(ir»-2 cDNA/SubcutanecuB 
Injection 

Lyerty, H. Kim; Ouke University Medical Center, Durham, North Carolina; A PHot Study of Autologous Human tnterieukin-2 Gene Modified Tumor Cells in 
Patients with R»fractory or Recurrent Metastatic Breast Cancer. 

RAC Approval: 9-12-94/NIH Approval: 10-25-94 



9409-097 (Open) Gene Therapy/Phase ^Monogenic Disease/Hunter Syndrome 

In Vitrei/Autologous Peripheral Blood Cells/Retrovlrua/lduronate-2-Sulratase cDNA/lntravenous 

Whitlsy, Chaster 8.; University of Minnesota. Minneapolis, Minnesota; Rotroviral-Medieted Transfer of the tduror<Bte-2-Sulfatese Gene into lymphocytes 
for Treatment of Mild Hunter Syndrome (Mucopolysaccharidosis Type II). 

RAC Approval: 9-13-94/NIH Approval: 8-20-95 



9409-483 (Open) Gens Th»rapy/Phase 1/Other/Perlpheral Artery Disease 

In VivaVascular Endothelial Cellsfflosmld DNA/Vascular Endothelial Growth Factor cONA/lntraarterlal.'Angloplaety Catheter/Hydrogel Coaled 
Balloon 
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Isner. Jeffrey M. and Walsh, Kenneth; St. ElSlbsth's Medical Center. Tufts University. 8oston. Massacnuaetls: Arterial Gene Transfer Ic 
Angiogenesls in Patients wSh Peripheral Artery Disease. 

RAC Approval: 9- 13-94/NIH Approval: 11-15-94 



9409-089 (Open) Gene Therapy/Phase tfCancer/Central Nervou* Systarn/Pro-Orug 

In Vivo/Autoloflou* Tumor Cella/Aamovirut/Scrotype VH»rp«Slfii^wVlrus TliymltflrwKinags^AJGanclcIo^ Injection 

IdWc 

me A Phase I Trial. 
RAC Approval: S- 13-94/NIH Approval: 2-2-96 



9409-060 (Open) Gen* Therapy/Phase f/Cancer/n/Pro-Drug 
In Vlvo/Autologous Tumor Cells/Adanovlrug/Berotypa SfHerpes Simplex Virus Thymidine Kinase cl 



IA/Gancic!ovir/1ntrapl»ura! 



Albelda, Steven M.; University of Pennsylvania Medical Center, Philadelphia, Pennsylvania; Treatment of Advanced Mesothelioma *Hh the 
Recombinant Adenovirus H5.010P.SVTK; A Phase t Trial. 

RAC Approval; 9-1 3-S4/NIH Approval: 1-4-95 



9409/191 (Open) Gene Thorapy/Pnase t/Monogenlc Disease/Cystic Fibrosis 

in Vrvoffiesplratory Epithelial Cells/AdenoylrusVSerotype 2/Cystle Fibrosis Transmembrane Conductance Regulator cDNAfRcsplratory 
Epithelial Cells/Bronehosoope 

Dorkh. Henry L.; New England Medical Center. Tufts Univsrsity, Boston. Massachusetts; and lapey, Allen; Massachusetts General Hospital, Harvarc 
Medical School, Boston, Massachusetts: Adenovirus Mediated Gem Transfer for Cystic Fibrosis: Safety of Single Administration in the lung (lobar 
instillation). Sponsor Geniyme Corporation 

NIH/ORDA Approval; 10-5-94 (Accelerated Review) 



941 1 -092 (Open) Gene Marktng/Cancer/Lymphoma/Breast 
„ in vltro/CD34+ Autologous Bone Marrow Celle/C034« Autologous Peripheral Blood Cells/RetrovirusyNeomycIn Phosphotransferase 
\J cDNA/Bone Marrow Traneplant 

Douer, Oan; University of Southern California; Kenneth Norris Comprehensive Cancer Center and Hospital, Los Angeles, California; H,gh Oose 
Chemotherapy and Autologous Bone Marrow plus Peripheral Blxd Stem Cell Transplantation for Patients with Lymphoma or Metastatic Breast Cancer: 
Use of Marker Genes to Investigate the Biology of Hematopoietic Reconstitulion in Adults. 

NIH/ORDA Approval: 11-18-94 (Accelerated Review) 



941 1 -093 (Open) Gene Therapy/Phase tiCancerfMotanoma/lmmunotnerapy 

In Vitro.'Autologous Tumor Cells/LethaJty trr^iateoTrWrovlruiTCytoWne/Granulocyte-MacrophaBe Colony Stimulating Factor 
eDNA/Subcutarwoua ln|ectlon 

Oranoff, Glen; Dana Farber Cancer Institute, Boston, Massachusetts; A Phase I Study of Vaccination wHh Autologous, irradiates tJetanoma Certs 
engineered to Secrete Human Granulocyte-Macrophage Cdony Stimulating Factor. 

NIH/ORDA Approval: 11-23-84 (Accelerated Review) 



9412-094 (Open) Gene Therapy/Phase ^Monogenic Dfsease/Cystle Fibrosis 

In Vivo/Respiratory Epithelial Cells/Adenovirus/Serotype 2/Cystic F&rosis Transmembrane Conductance Regulator eDNA/Respiratory 
-Epithelial Cells/Aerosol Administration 

Dorkin, Henry L; New England Medical Center. Tufts University. Boston, Massachusetts; and Lapey, Allen: Massachusetts General Hospital, Harvard 
Medical School, Boston, Massachusetts; Adenovirus Mediated Gene Transfer for Cystic Fiorosis: Safety of a Single Administration in fte Lung (aerosol 
administration). Sponsor: Genzyme Corporation 

RAC Approval: 1 2-1 -94/NIH Approval: 7-24-95 



9412-095 (Open) Gene Therapy/Phase l/Solld Turnors/Lymphoma/lmmunotherapy 
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Hwsh, cyan; Arizona Cancer Center, Tucson, Artr.ona; and Rlnehart, John; Soott and White Clinic; Temple Texas. Phase I Trlyl cf lnterieukin-2 
Plasmie DNA/PMRi£/DO?E Lipid Compter as an Immunctherapeutic Agent in Solid Malignant Tumors or Lymphomas oy Di/vct G*ne Transfer 
Sponsor; Vical, Incorporated 

RAC Approval: 12-1-94/NIH Approval: 3-2-95 



9412-096 (Open) Gene Thorapy/Phaao I/Cancer/Head and Neck Squamous Cell/Tumor Suppressor Gene 
In Vlvo/Autologou* Tumor Cells/Adenovlrus/Serotype 5/p33 cDNA/lntratumoral/Bronehoscope 

dayman, Gary; MD Anderson Cancer Center, Houston, Te>3s; Clinical Protocol for Modification ol Tumor Suppressor Gene Expression in Heuo and 
Neck Squamous Ce// Carcinoma (HNSCC) with an Adenovirus Vector Expressing YJId-typa p63. 

RAC Approval. 12-2-94 and 6-1 1-95/NIH Approval: 9-21-95 



9412-097 (Open) Gene Therapy/Phase l/Cancer/Coion/Hapatle MeUstases/Tumor Suppressor Gene 

In Vivo/AutoJogous Tumor Celis/AdenovlrusTSerotype 5/p53 eONA/IntrahepailcVHepatie Artery/Bolus Infusion 

Venook, Alan and Warren, Robert; Moffitt-Long Hospital of the University or California, San Francisco Meaical Center; Gen? Therapy ol F*in:ny ana 
Metastatic Malignant Tumors of ifm Liver Using ACNS3 Via Hepatic Artery Infusion: A Phas9 I Study. Sponsor. Scnering Plough Corporation 'formerly 
Csnjl) 

RAC Approval: 12-2-94/So!e FDA Review Recommended by NIH/ORDA: 5-15-96 



941 2-098 (Open) Gene Therapy/Phase l/Cancer/Central Nervous& 
In Vtvo/Auteiogou* Tumor Cells/AdertOVlrus/SerotypO 5/Herpes^lmplex virus Thymidine KlnasVeDrM/Ganclclovlr/lritra- tumorsl/Stereotactic 
Injection ' . ' 

Grossman, Robert and Woo, Savto; The Methodist Hospital, Houston, Texas; Phase* I Study Of Adenoviral Vector Dalivery of the HSV-TK Gene end the 
intravenous Administration of Ganciclovir in Adults with MaTtgrJint Tumom of the Central Nervous System. 

RAC Approval: 12-2-94/NIH Approval: 2-2-98 



9502-099 (Open) Gene Therapy/Phase UCancer/Astroeyton 
In Vivo/Autologous Tumor Calls/PA317/R »trovlru s/HerpM6trnplex Virus Thymidine XlnBse\DNA/Ganclctovlr/lntr?tumoral/Stereotactic 
Injection " 

Fetell, Michael: Columbia Presbyterian Medical Center, New York, New York; Wamick, Ronald; University of Cincinnati. Cincinnati, OH: Yung, WX. 
Alfred: M O. Anderson Cancer Center, Houston, Texas; Maria. Bernard L.; University of Florida, Gainesville, Florida; 3haffre> , Mark; university cf 
Virginia Health Sciences Center, Charlottesville, Virginia; Ram. Zvi; Chaim Sheba Medical Center, Tel Aviv University Sadder School cf WeCiclns. Te; 
Hashomer, Israel; Prados. Miohael; University of California, Sen Francisco, California; and Grossman, Stuart; Johns Hopkins University Hospital 
Oncology Center; Baltimore, Maryland; Stereotaxic fn/ecfion of Herpes Simplex Thymidine Kinase Vector Producer Cells (PA317A31 TkSvNa. 7) ami 
intravenous Qencicicvir lor the Treatment of Reoumnt Malignant &bme. Sponsor. Genetic Therapy, inc./Novartis 

NIH/ORDA Approval. 2-10-66 (Accelerated Review) 



9503-100 (Open) Gene TherapyfPhase l/Cancer/OvBrtBrvT*rojOrue_-_^^_ 

In Vlvo/Autalogous Tumor C»lls/PA31 7/Ratrovl^^erjSeTsfmplex VlruTfhyiWdlrie Kinase cDNA/Ganciclovir/lntraperltoneal/Catheter 



LlnK. Charies; Human Gene Therapy Research Institute; and Moorman, Donald; Iowa Methodist Medical Center. Des Moines, Iowa; A Phase I Trial of in 
Vivo Gene Therapy with Herpes Simplex Thymidine Kinaso/Gancidovir System for the Treatment of Refractor}' or Recurrent Ovarian Cancer. 
RAC Approval; 3-6-95/NIH Approval: 7-27-95 



9503-101 (Closed) Gene Therapy/Phase l/Cancer/Melanoma/lmmunotherapy ^— — -s 

In Vltro/Allogenaic Tumor Set Is/Uthal ly (rradlated/Re»rov|ru$/CytoWn«/lnterleukln-7 cDNA/Hyeromycin Phosphotrsnsferase/Herpoe Simplex 
Virus Thymidine Kinase cDNA/3ubeutaneous Injection " 

v, A Phasa I Testing of Genetically Engineered 
RAC Approval: 3-6-95/NIH Approval: 8-20-85 
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9503-102 (Open) Gene Therapy/Ph**© l/Cancer/tManoma/lmmunotherapy 

In Vitro/HLA-Matched Allogeneic Tumor CeHs/Lethally lrradlate<l/Relroviru3rt^foltln«/lnt«rlBuWn.2 cONA/Gamma Interferon 
cONA/Subcutaneaus Injection 

Gansbacher, Bemd; Memorial Sloan Kettering Cancer Center, New York, New York; Prtsse M Study of Immunization with Mhtc Oass / Matched 
Altoganoic Human Prostatic Carcinoma Celts Engineered to Socnefe /r)teriet/Wn.2and Interferon.? 

RAC Approval: 3-6-95fSo)e FDA Review Recommendati by MH/OROA; 5-14-96 



9503.103 (Open) Gene Therapy/Phase l/lnfectlous Disease/Human Immunodeficiency Virus/Replication InhlbHlon-'Anllsense 
In Vitro/Antisensa TAR/Transdomlnant Rev/Intravenous 

Morgan, Richera and Walker, Robert; National Initftutea ot Health, Sethesde, Maryland; Gene Therapy lor AIDS using Retroviral Modiated Gene 
Transfer to Oliver HIV-1 Antisanss TAR and Trgnsdomtnant Rev Protein Genes to Syngeneic Lymphocytes in HIV Infected Identical Twins. 

RAC Approval: 3-7-95/NIH Approval: 4-1-95 



V 



9503-104 (Open) Gene TherepyfPhase ^Monogenic DIseaae/ChronIc Granulomatous Disease 

In Vitro/G-CSF MobiHzed C034+ Autolofloua Peripheral Blood Cellsmetrovirus/p4Tphoxflrrtravenous 

Malech, Harry; National Institutes of Health, Bethasda, Maryland; Gens Therapy Approach for C/trome Granulomatous Disease. 

RAC Approval: 3-7-95/NIH Approval: 4-15-95 



9503-105 (Open) Carta TherapyfPhase ll/lnfectlous Disease/Human Immunodeficiency Vlrus/lmmunothorapy 
In VivoVAutoiogous Muscle Cells/Retrovlrus/HIV.IIIIB Envelope Protelrtf rrtrafnuseular Injection 

Parenti, David, George Washington University Medical Center, Washington, D.C.; Haubrich. Richard; University of California San Diego Treatment 
Center. San Dfeso, California; Frame, Peter; University of Clndnnatf AIDS Treatment Center, Cincinnati, Ohio; Powderly. William; Washington University 
AIDS Clinical Trials Unit; St. Louis, Missouri; and Loveless, Mark; Oregon Health Sciences Unrve-sity, Portland, Oregon; A Repeat Dose Safetv and 
Efficecy Study ot HIV-IT{V) in HiV-1 Infoctad Subjects with Greater Then or Equal to 100 CD** T Cells and No AIDS Defining Symptoms. 

NIH/ORDA Approval- 3-1 1-95 (Accelerated Review) 



9506-106 (Open) Gene Marklno./Caneer/Chronle Myelogenous Leukemia 

I In Vitro/AutoloBous G-CSF and ATA-C Mobilised Bone Marrow Cella/Rotrovlrus/Neomycln Phosphotransferase cDNA/Bone Marrow Transplant 

Verfsillie, Catherine; University of Minnesota, Minneapolis, Minnesota; Autologous Marrow Transplantation for Chronic Myeloaenous Leukemia Using 
Stem C9//S Obtained Attar In Vivo Chemotherapy Cytokine Priming. 

Nirt/O^DA Approval; 5-5-95 



9508 107 (Open) Gene Therapy/Phase l/CancerrMuluple Myejoma/Pro-Druo. — 

in Vitro/Allogenelc T Lymphocytes/Re^o^usVHerpe^Sm^iex Thymidine Kinase^nclclovlrflrtfravenous 

Munahl, Nikhil C. and BartogJe, Bart; University of Arkansas for Medical Sciences, Little Rock, Arkansas; Thymidine Kinase (TK) Transduced Donor 
Leukocyte Infusions as a Treatment for Patients with Relapsed or Persistent Mv.t/p/e Myeloma after T-celi Depleted Allogeneic Bone Werw Transpiai 
Sponsor: Genetic Therapy, Inc./Novartis 

RAC Approval: &-9-95/NIH Approval: 7-27-95 



9506-108 (Open) Gene Therapy/Phase I/Cancer/Renal CellAMefanoma/lmmunotrwrapy 

In Vitro/Autologous Tumor Cells/Lethally IrradlatedJCatlonic Liposome Cemplex/OMRIE-DOPE Vlcal VCL-l005/HLA-B7/Bele-2 Microglobulin 
cDNAfSubcutaneoue Injection 

Fox, Bernard A. aid Urba, Walter J.; Earte A. Chiles Research Institute, Providence Medical Center, Portland, Oreoon; Adoptr/e Ce'/irfer Therapy of 
Cancer Combining Direct HAS7/0-2 Microglobulin Gene Transfer with Autologous Tumor Vaccination for the Generation of Vactine-Primed Anii-CD3 
Activated Lymphocytes. 
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9506-109 (Open) Gene Therapy /Phase ICanc^/OvariarVlmrnunotherflOy 

In Vitro>Anti-C03 Stimulated Autologous Peripheral Blood Lymphocyle^R»«rovlruB/Antlbod//MOv^Bmrna (Reactive with folate Binding 
Protein)/! ntravaneus/ Intraperitoneal 

Hwu, Patrick. National Institutes of Health, Bethesda, Mar/land; Treatment of Patients wrf/i Advanced Epithelial Ovarian Cincer using Anti-CDi 
Stimulated Peripheral Bleed Lrmohocytas Transaucad with e Gene Encoding a Chimeric T-ceil Receptor React/ve witn FolsteSr.ding Pmtom* 

RAC Acproval: 5-9-95/Sole FDA Review Recommended by Nlrt'ORDA; 5-14-96 



9506-110 (Open) Gene Therapy/Phase 1/CancertOvDrian/Vnmwiotherapy 

In Vitro/Autelogous Tumoi Celfs/Lethally Irrwflated/Catlonlc Liposome Complex/DDABOOPE/Cytoklna/tntBrieulOn-2 cDN.A/lntracermal 
Injection 

Berchuck, Andres anfl Lyeriy. H. Kim; Duke University Meo'icai Center, Durham, North Carolina; A Phase I Study of Autologous Human. lnienev^n-2 '< 
2) Gene Modified Tumor Cells in Patients with Refractory Metastatic Overian Cancer. ' 

RAC Approval; 6-10-95/NIH Approval: 9-30-9S 



9506-111 (Open) Gene Therapy/Phase (/Monogenic Olsoase/Purlne Nucleoside Phosphoayiase Deficiency 
|0 ^) >n V,tro/Au1 ° ,<>flous Porl P h ® rsl Blood Lymphoeytos/Retrovlrus/Purine Nucleoside Phosphorylase cDNA/lntravenous 

Mclvor, R. Scott; Institute of Human Genetics. University of Minnesota, Minneapolis. Minnesota; Geno Therapy for Purine- nucleoside Pmsphcry:ase 
Deficiency. 

RACAporoval: 6-9-95/NIH Approval: 7-27-95 

9506-ni (Open) Gene Therapy/Phase l/lnfectlous Disease/Human Immunodeficiency Virus/Replication Inhibition/Single Chain Antibody 
J | Q Gene/In vitro/CW* Autologous Peripheral Blood Lymprtocyte&/Retrov|rus/8Fv105 Amtt-HIV-l Envelope Prote!n(gp160)Gene/totravenous 



RAC Approval; 6-9-95/NIH Approval: 7-27-85 



9504-113 (Closed) Gene Therapy/Phase l-H/lntectlous Disease/Human Immunodeficiency Vlrue-l/lmrnunotrverapy 
In Vlvo/Airtoiogous Muscle CeUs/Retrovlrus/Hlv-miB Envelope Protein/Intramuscular Injection 

Conant, Marcus, Conant Medical Group; Lang, William, ViRx, Inc.; and Merritt, James, Viagene, Inc.. San Francisco, California; A %&ndomizez 
Blinded Phase !/il Dosing Study to Evaluate the Safety end Optimal CTL Inducing Dose c/HIV-IT(V} in Pre Selected HIV-1 Injected Sutjects. 

A (Non-NIH funded institution) 



9507-1 U (Open) Gene Therapy/Phase Ml/Monogenle Disease/Cystic fibrosis 

Jn Vivo/Maxillary Sinus Epithelial C9ll5/Adeno-A6soclat8d Virus/Cystic Fibrosis Transmembrane Conductance Regulator cDNA/Maxiiiary 
Sinus Administration 

Gardner, Phyii's; Stanford University School of Medicine, Stanford, California; A Phase l/ll Study of (g -CP tor the Treatment of Cr.rc.nic Sinusitis in 
Patient) with Cystic Fibrosis. Sponsor: Targeted Genetics Corporation 

Sole FDA Review Recommended by NIH/ORDA: 7-1 1-05 



950B-1 1 5 (Open) Gene Therapy/Phase ll/Cancer/Metastatlc Mallgnancles(Breast Adenocarcinoma, Renal Cell Csrclnoma, Melanonu, 
Colorectal Adenocarcinoma, non-Hodgkln's Lymphomayirnmunotherapy 

In Vivo/Autologovis Tumor CellsfCatlonlc Liposome Coroplex/DMRIE-DOPE Vlcal VCL 1005/HLA-B7JBeta-2 Microglobulin cDNA.'Direct 
Intratumcral Injection 

Chang, Alfred E.; University of Michigan Medical Center. Ann Arbor, Michigan; Hersh, Evan; Arizona Cancer CeMsr, Tucson, Arizona; Vogeizsns, 
Nicholas; University of Chicago Medical Center. Chicago, Illinois; Levy, Ronald; Stanford University Medical Center, Palo Arte, California; Redman. 
3ruce; Wayno State Univeisity School Of Medicine; Detroit, Michigan; Flglln, Robert; University of California Medical Center, Los Angeles, California: 
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Rubin. Josaon; Mayo Foundation for Medical Evaluation and Research, Rochester, Minnesota; Rinenart, John J,; Seott and White Hospital ''sxas A a 
M University, Temple Texas: Doroshow, Jamas K: City cf Hope National Medical Center. Ouarte, California; Mass. Richaro- Brtfsh Columbia Cancer 
Agency, Vanoouver. British Columbia; Sabai, Robert; Sidney Kimmel Cancer Center, San Diego, California; Phase II Stmt/ of lmmmiV,emp'j of 
Metastatic Cancer by argot Gone Transfer. Sponsor Vtcal, Incorporated 

Sole FOA Review Recommended by NIH/ORDA: 6-2-95 



9508-116 (Open) Gene Trwrapy<T>ha6e l/Cancer/Glloma/lmmunotrwapy 

In VltroiAutologous Tumor (Glioma) Cells/Non-liTadia»ad>Ra<rovlru*/Cytoklne«nterleukln.n cDNA/ Subcutaneous Injection 

Bori*. Michael: Gilbert, Mark; ano Lotze, Michael T.; University of Pittsburgn Cancer institute, Pittsburgh. Pennsylvania' Gone r/ieraey a'MMigrer.t 
Gliomas: A P.la se I Study of H-4 Gene -Modified Autologous Tumor to Elicit an Immune Response. > 

Sole FDA Review Recommended by NiHvORDA: 8-7-95 



9508-117 (Open) Gana Therapy/Phase I/Infectious DIseese/HurnBn Immunodeficiency Vlrus-1 /Replication Inhibition 
in Vitro/Autcloflous C03a+ Peripheral Blood Cells/Retrovirus/Harnmerhead RlbozymortntravenoiiS 



Sole "OA Review Recommended by NIHyORDA: 8-7-95 



9508-118 (Open) G*ne Ther»py/Phase I/Other/Restenosls 

In VivoA/aacular Endothelial Ceils/PiasmW DNA/VaacuUr Endothelial Growth Factor cDNA/lntrBarterial/Annloplasty Catheter/Hydroc*! Coated 
Balloon 

'sner, Jetfiey, M.; St. sllzabaih's Medical Canter, Tufts University School of Medicine, Boston, Massachusetts; Accelerated Rs-oncotheHeiiietion end 
Reduced Neointimat metering Following Catheter Tmsfet of phVE3F165. 

Sole FOA Rev.ew Recommended by NIH/ORDA; 8-7-35 

9508-119 (Open) Gene Therapy/Phase l/W uman Im munodeficiency Vlrus-1 

In Viiro/CDS* Allogeneic CytotoxIc^t^n^hocytM/CQBTSynfleneic Cytotoxic T Lymphocytea/Rofrovlrus/Neomycin 
Plwaphotransforase/Herpas Simpl e^ Virus Thyiyidlne^ nate^cPNA/Retroviruarlritravenoua 

Ridclell. Stanley R.; Fred Hutchinson Cancer Research Center, Seattle, Washington; Phase / Study to Evaluate the Safety of Cellular Adcpt/vn 
immunotherapy using Autologous Unmodified and Genetically Modified COB* HIV-Speclfle T Cells in HIV Sore-positive individual. Sponsor: Tai-;otsd 
Genetics Corporation 

Sole FDA Review Recommended by MH/ORDA: 8-7-95 



Chang, Alfred E. and Nabel, Ga7 J.; University of Michigan Medical Center, Ann Arbor, Michigan; Phase I Study of Tumor-Infiltrating Lymphocytes 
Derived from In Vivo HLA-B7 Gene Modified Turner* In (fie Adoptive Immunotherapy of Melanoma. 

Sole FDA Review Recommended by NIH'ORDA; 8-14-95 



9503-121 (Open) Gene Therapy/Phase I/Cancer/Renal Coll/lmmunothorapy 

In Vivo/Autolegous Tumor CoHsfHLA B7 cDNA/lntralumoral/Concurrent lnterteukln-2 Therapy 

Figltn, Robert A.; University ot California t.os Angelas Medical Center, Los Angeles, California; Phase / Stud/ ofHLA-B7 Ptusmld ONA/DMRiS/OCPE 
Lipid Complex as an Immunothorapeufic Agvnt in Renal OaW Carcinoma by Direct Gene Transferwith Concurrent Low Dose Eolus IL-2 Protein Therspy. 
Sponsor: Vlcal. Incorporated 

Scle FOA Review Recommended by NIH/ORDA: 3-14-95 



9508-122 (Open) Gene Therapy/Phase I/Cancer/CEA-Expresslng Malignancies (type of cancer not specif1ed)/lmrnun<?th6rapy 
In VIva'Autologous Muscle Cells/Canarypox Vlrus/Carclnoembryonlo Antigen cONA/lntramuacular Injection 
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Hawkins, Michaei J. and Marshall, John L: Georgetown University Medical Center, Washington. D.C.; A Study of Recombinant ALVAC Virus that 
Expnsses Cardnoembtyonic Antigen in Patients mh Advenced Cancers. 

Sole FDA Review Recommended by NIH/OROA 8-14-95 



9509-123 (Open) Gene Therapy/Phase IfCancer/Prostate/AnUserwe 

In VlvoVAutologous Tumor Cells/Retrcvirus/Antlsense e-mye RNA/lntraprcstate Injection 



Sterner, Mitchell S., Clinical Research Center at Vanderbllt University Medical Center, Nastivifle. Tennessee; and Holt, Jeffrey T.. Vanderbii: L'niveis't 
School ot Medicine, Nashville. Tennos6ee; Gene Therapy for tha Treatment of Advanced Prostate Cancer by In Vr/o Transduction with Prostata- 
Targeted Retnvirel Vectors Expressing Antisense c-myc RNA. ( 

RAC Approval: S-1 1-&5/NIH Approval: 9-30-95 



9509-124 (Opsn) Gene Therapy/Phaae l/Cancer/Ovarlan and Extraovarian/Anb-erbB-2 Single Chain Antibody Gene 

In Vlvo/Autotogous Tumor Cells/Adenovlrvs/Antl^rbB-2 (oneoprotetn/extracellular domain) Single-chain Antibody Gene/lntraperitoneal 

Injection 



Curiel, David T. and Alvarez, Ronald D,; University of AJabama at Birmingham, Birmingham, Alabama; A Phase I Study of Reccrnoinant Adenorirjs 
VoctorJjtadlsted Delivery of an Anti-arbB-2 Single Chain (sFvj Antibody Gene for Previously Treated Ovarian and Extraovarien Cancer Patients. 

RAC Approval: 9-1 1-95/Sole FOA Review Reoonvnended by NIH/OROA: 5-15-96 



9509-125 (Open) Gene Therapy/Phaao l/Canc*rfColen Carcinoma (Hepatic MetastasesyPro-Orug 

in Vlvo/AutoJogous Tumor Celle/Adenovlrue/E. cell Cytoalne Deaminase cDNA/lntratumoraJ (Hepatic) injection/Ccrnbined with Oral 5- 
Fluorocytoslne 

Crystal, Ronald. G,; Hershov/la. Edward; and Ueoeman, Michael; New York Hcspital-Comell Medical Center, Mew York, New York; A Phase I Study of 
Direct Administration of a Replication-Deficient Adenovirus Vector Containing the E. coti Cytosina Deaminase Gere to Metastatic Ccte Carcinoma of 
the Liver in Association with the Oral Administration of the Pro-Drug S-Fluorocytosin*. 

RAC Approval: 9-1 1-95/NIH Approval: 8-30-95 



9509-126 (Open) Gene TherapyfPhase I/Cancer/Prostate Adenocarcinoma/Immunotherapy 
In Vivo/Vaednatlon/Vacelnla Virus/Prostate Specific AntlgarUlnfradarmal Injection 



Chen, A.P.; National Naval Medical Center, Bethesda, Maryland; A Phase l Study of Recombinant Vaccinia that Sxpressos Prostate Specific Antigen in 
Adult Patients with Adenocarcinoma of the Prostate. 

Scle FDA Review Recommended by NIH/OROA: 9-22-95 



6509-1 27 (Open) Gene Therapy/Phase (/Monogenic Disease/Cystic Fibrosis 

In Vivo/Nasal Epithelial Cell6/CaHonlc Liposome Compte*/DOPE/Cysttc Fibrosis Transmembrane Conductance Regulator cDNA; intranasii 
/ Administration 



Welsh, Michael J. and Zabner. Josepn; Howard Hughes Medical Institute. University ol Iowa College of Medicine, Iowa City, iowa: CaiKwc lipid 
Mediated Gene Transfer of CFTR: Safer/ of a Single Administration to the Nasal Epithelk. Sponsor: Genzyrrnj Corporation 

Sole FOA Review Recommended by NIH/OROA: 9-26-95 



9510-128 (Open) Gene Therapy/Phase l/Cancer/Gastrolntesttnal Tract, Breast, or Lung Adenocarcinoma (CEA-Expressing 
Maltgnanciesyimmunotherapy/ln Vivo/Vacclnetlc-n/Vaectnla Vlrua/Carcineembryonlc Antlgenflntradermal tnjoction In Combination with 
Subcutaneous Peptide Challenge 

Cola, Oavlc J.; Medial University of South Carolina, Charleston, South Carolina; PneiG / Study of Recombinant CEA Vaccinia Virus Vaccine wtu> Post 
Vaccination CEA Peptide Challenga. 

Sole FDA Review Recommended by NIH/OWDA: 10-16-95 






\2^\ S510-1 29 (Open) Gene Markirtf /CancwYEBV-PosKlve Hodgttln Disease 
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In Vrtro/EBV-Spociflc Cytotoxic T LympKr^es/Retrovlrus/NeomycIn Phosphotransferase cDNA/Sone Marrow Tran»plant 

Roskrav*. Marie; Hudson. Melissa; Rooney, CBona; Heslop, Helen; and Brenner, Malcolm; St Jude Children's Research Hospital. Memphis, Tennassee; 
AdministraUon of neomycin Resistance Gene Marked E8V Specific Cytotoxic T Lymphocytes AS Therapy for Patients Receiving s Bsne Mamw 
Transplant for Relapsed EBVPosKivo Hodgkin Disease. 

Sola FDA Review Recommended by NIH/ORDA; 10-17-85 



9510-130 (Opon) G«ne Marklnrj/Canoer/EBV-Posltrvo Hodgkin Olseaae 

In VTtro/EBV-Speclfic Cytotoxic T Lymphocytes/RetrovlruVNoomycIn Phosphotranspherase cDNA/lntravenous Administration 

Roskrcw, Maria; Hudson, Melissa; Rooney, Cliona; He9top, Helen; and Brenner, Malcolm; St Jude Children's Research Hospital Memphis, Tennessee; 
Administration of Neomycin Resistance Qene Marked EBV Specific Cytotoxic T Lymphocytes to Petlentt with Relapsed EBV-Pcslim Hodgkin Oheese. 

Sole FDA Review Recommended by NIH/ORDA: 10-17-95 



Connick, Elizabeth; University of Colorado Health Sciences Center, Denver, Coiorado; and Deeks, Steven G. . University of California, San Franciscc 
General Hospital, San Francisco, California; A Randomized, Controlled, Phase II Study of the Activity end Safety of Autologous C04-Zeta Gene- 
Modified T Cans in HIV-infected Patients. Sponsor: Cell Genesys, inc. 

Soie FDA Review Recommended by NIH/ORDA; 10-17-95 
Closed 8-8-97 (No ionger enrolling patients) 



V5) 



951 0-132 (Op«n) Gene Therapy/Phase l/Canc*rrt_oeally Advanced or Metastatic Prostate/lrnmur.otherapy 

In Vltro/Autologous Tumor CeUs/Letnally Irradlated/CatlorMc Liposome Conipiex/Cytoklr»/lrsterleuMn-2 cOWA'Intraderma! Injection 



Sole PDA Review Recommended by NIH/ORDA; 10-19-95 



9511-133 (Open) Gene Therapy/Phase l/CancerYN«uroblastoma/lrnmunottwrapy 

In Vltro/Autologous Tumor Cells (NordrradlatBdyTypa 5 Adenovlr\is/Cytoklne/lnterleuldn-2 cDNA/Subcutaneous Injection 

Brenner, Malcolm K,; Dilico, Dagmar; and Bowman, Laura; St, Jude Children's Research Hospital, Memphis, Tennessee; Phase I Study of Cytokine 
Ger.e Modified Autologous Neuroblastoma CeHs for Treatment of Relapsed/Refractory Neuroblastoma Using an Adenoviral Vector. 

Scie FDA Review Recommended by NIH/ORDA: 1 1-1-95 



9511-134 (Open) Gene Therapy/Phase l/lnfectious Disease/Human Immunodeficiency Virus/Replication Inhibition 

In Vltro/Autologous CD4+ T Cells/Retrovlrus/Neomydn Phosphotransferase Gene/PolyTAR Decoy Gene/RRE-polyTAR Decoy Gene 

Greenberg, Philip O.; Fred Hutchinson Canoer Research Center, University of Washinc.ton Medical Center, Seattle, Washington; Phasz I Study to 
Evaluate the Safety ond In Vivo Persistence of Adoptively Transferred Autologous CD4+ T Ceils Genetically Modified to Resist hiv Replication. 

Sole FDA Review Recommended by NIH/ORDA: 11-1-95 



9511-135 (Open) Gene Therapy/Phase I/Cancer/Ovarian ar^.Extraovarian CanceriSlngle Chain Antibody 

iln Vlvo/Autologous Tumor Cells/AdenoyjQjs/Herpee^jrnplex Thymidine KlnaEe^erte/lntraperitoneal Injection/Combined witn Intravenous 
iGanelclovir Administration ~~~~ - . 

Alvarez, Ronald D. ard Curie!, David T.; University of Alabama Comprehensive Cancer Center, Birmingham, Alabama; a Phase I Study of Recombinant 
Adenovirus Vector-Mediated Intraperitoneal Delivery of Herpes Simplex Virus Thymidine Kinase (HSV-TK) Gene and intravenous Ganmslovtr for 
Previously Treated Ovarian and Extraoverien Cancer Patients. 

Sole FDA Review Recommended by NIH/ORDA: 1 1-1-95 




951 1-1 36 (Open) Gene Therapy/Phase l/Cancer/WBtastatie Metanomartmrnunotherapy In Vltro/Autologous CD8* Tyroslnase-Speclfic 



OS/04 '95 THU 15:02 FAX 07575 



ORDA 



ir^^he 



' TCBlls/RetrovfrusWygromycin Phosphotr^^heraie/Tntravenous Administration 

Yee, Cassias ano Greenberg, Philip D.: Fred Hutchinson Cancer Research Center, University of Washington Medical Center, Ssante Washington- 
Phase ! Stutty to Evaluate the Safety of Cellulsr Adept™ immunotherapy Using Autologous Unmodified end Genetically Ktodlfkd CDS* Tyrosinase - 
Specific T Cells in Patients with IMestatic Melanoma. 

Sole PDA Review Recommended by NIH/ORDA: 11-1-95 



951 2-1 3T (Open) Gen© Therapy/Phase VCarww/Ovarlan.Breast/Oncog&n* Regulatlon/HER-2/neo 

In Vlvo/Autologoue Tumor Cells/Catlonlc Liposome Cc^plex/fX-Chol-OOPOEIA/lntrsperrtoneal, bitrapliural Administration 

Hortobagyi, Gabriel N,; lopez-Berstein. Gabriel; and Hung, Mien-Chien; MD Anderson Cancer Center, Houston, Texas; Kllboum, Robert Rus!> 
Presbytert8a'St. Uiks's Medical Canter, Chicago. Illinois: Weiden, Paul, Virginia Mason Medical Center, Seattle. Washington; Phase / Stjdy ctEtA 
Gens Theiepy for Patients with Metastatic Breast or Ovarian Cancer that Ovemxpressas Her-2/heu. Sponsor. Targeted Genetics Corporation 

RAC Approval: 12-4-S5/NIH Approval: 2-2-96 



9512-138 (Open) Gene Therapy/Phase l/Cancsr/Mallgnant Glioma/ AntUense 

In Vltro/Autctogous Tumor Ce«s/Lc*helly IrradiateoYPlaemid DNA-ElectrepwatloruTGF-pT/Subcutoneous Injection 

B'.ack, Keith L.; and Fakhrai. Habib; Unlvertlty of California. Los Angeles. School of Medicine. Los Angeles. California: A Phase I Study y/r/io Safstv o< 
Injecting Malignant Glioma Patients n-tfh Irradiated TGF-/3 Antiaense Gene Modified Autologous Tumor Ceils. 

RAC Approval: 12-4-95/NIH Approval: 4-2-96 



9512-139 (Opan) Gene Therapy/Phase l/Monogenlc Disease/Partial Ornithine Transearbamylaso (OTC) Deficiency 

In Viv 0 /Auto!ogou$ Peripheral Blood Cella/Adenovirus/Type 5 (E2a Temperature-Serwltlve Mutam)/Ornithine Tranacarbemylaae 

cDN A/Intravenous 

Batshaw, Mark; Institute for Human Gene Therapy. University of Pennsylvania Medical Center, Philadelphia, Pennsylvania; A Phase I Study of 
Adenoviral Vector Mediated Germ Transfer to Liver in Adults t*itn Partial Ornithine Transcarbamytaso Deficiency. 

RAC Approval- 12-4-95/Sole FDA Review Recommended by NIH/ORDA: 5-14-98 



9512-140 (Open) Gene Therapy/Phas* l/Cancer/Malanoma/lmmunotherapy/ 

In Vlvo/Adenovlrua/Type 2/MART-1 Melanoma Antigen/Subcutaneous Inj^ctlonflmmunizatlon 

Rassnoerg, Steven A.; National Institutes of Health, Bethesda, Maryland; Phasa I Thai in Patients with Metastatic Melanoma of Immunization with a 
Recombinant Adenovirus Encoding the MART-1 Melanoma Antigen. 

Sole FDA Review Recommended by NIH/ORDA: 12-1-65 



9512-141 (Open) Gene Therapy/Phase l/lnfeeflofa Ofseaan/Human Immunodeficiency Vlrus-lfRepllcatlon Inhibition 
in Vitro/Autologous CD4* Peripheral Blood LymphocyteefRetrovlrus/Antl-Rev SFv/lntravencus 

Pomerantz, Roger J; Jefferson Medical College, Thomas Jefferson University, Philadelphia, Pennsylvania; Intracellular Immunization .Against HAM 
Infection Using en Anti-Rev Single Chain Variable Fragment (SFv). 

Sole FDA Review Recornmended by NIH/ORDA; 12-13-95 



9512-142 (Open) Gene TherapyfPfwse WSerte Therapy/Cancw/Head and Neck Squamous Cell Carclrtoma/lmmunotherapy 

In Vivo/Autologoui Tumor Cells/Catlonlc Liposome Complex/DMRIE-OCPE Vital VCL 10057HLA-B7/Beta-2 Microglobulin cDNA'Dlrect 

Intratumoral Injection 

Cjiuckman, Jack L; University of Cincinnati Medical Center, Cincinnati, Ohio; AHovectln-7 In the Treatment of Squamous Cell Carr/no,T,a ol the Head 
and Nock. 

Scle FDA Review Recommended by NIH/ORDA: 12-15-95 



9601-143 (Open) Gene Therapy/Phase l/C»ncer/3reast/Cnemoprotertion 

In Vltro/Autologous C034* Peripheral Blood LymphocytesZ/Retrovlrua/Multl-Orug Resislance-1 cDNAf Neomycin Phosphotransferase 



08/04/95 THU 15:03 FAX 07575 



ORDA 



' cDNA/lntravenous 




Ccwen. Kenneth H.; National institute, of Health, Bethesda, Maryland; /W/roefa&otte /mfoef/bn, High-Don Alkylating Agent Consolidation and 
Retrovir*! Transduction of the MOR1 Gene Into Pariphgral Blood Progenitor Cells Followed or Intensification Therapy with Sequential Pscl'i'axel and 
Doxorubicin for Stage 4 Breast Cancer. 

Sde FOA Review Reccmnwided by NIH/ORDA: 1-26-96 



3601-144 (Open) Gens Thorapy/Phase l/CaneerfPrestat»/Pro-Dru&-- — 

In Vrvo/Autologous Tumor C*IU/Ad*>novlr.s/Serotype S/Herp^sf'Simplex Virus Thymidine Kinase ^A/Ga.nclclovir/Intraturnwal/Intra- 
prostatic Tumor Injection .__-^ 

Scardino. Peter T.; Thompson. Timothy C; and Woo, Savio L.C.; Baylor College of Medicine. Housion, Texas: Phase I Study of Adenoviral '.'seta 
Delivery ol the HSV-tk Gena and the Intra venous Administration of Ganciclovir in Men with Local Recurrence of Prostata Cancer after Radiation 
Therapy. 

Sde PDA Review Recommended by NIH/ORDA: 1-28-96 



9631-145 (Closed) Gene Therapy/Phase -Cancer/BladderATumpr Suppressor Gene 

in vivo/Autologous Tumor Cells/AdenovlruVSencrfype 5/Retlnoblastoma cONA/lrttraveslcel Catheter Administration 

Smell, Erie J, and Csrroli, Peter R.; University of Ce-ifomia. Sen Francisco. California; Gene Therapy of Bladder Cancer Using Recombinant Adencvin 
Containing tha Retinoblastoma Sana (ACNRB); A Phase IA Study. Sponsor Schering Plough Corporation (formerly CanJI) 

Sole FOA Review Recommended by MH/ORDA: 1-30-98 
Canceled: 4-4-97 



9602-146 (Open) Gene Therapy/Phase l/Cancer/HematoJoglc Malignancies Following Allogeneic 8one Marrow Transplant/Pro- 
Drug/Elimination of Graft Versus Host Disease 

In Vrtro/Allogeneic Peripheral Blood Lymphocytes/Retrovirua/Herpea Simplex Virus Thymidine Kinase cDNA/Ganclclovlr/lntrav*nous 

Link, Charles J.; Human Gene Therapy Research Institute, Des Moines, Iowa: Burt, Richard K. and Traynor. Ann; Northwestern U.niversih/ Schoo: ol 
Medicine, Chicago. Illinois; Adoptive Immunotherapy for Leukemia: Donor Lymphocytes Transduced with the Herpes Simplex Thymidine Kinase Gene 
for Remission Induction. 

Sole FOA Review Recommended by NIH/ORDA: 2-8-93 



9602-147 (Open) Gene Therapy/Phase l/lnfectlous Disease/Human Immunodeficiency Virus/Replication InhlbltlonfAntlsonse 

In Vltro/CD34* Autologous Bona Marrow CeHs/Retravlriis/RRB: O«coy Gene, and Retrovirus/Neomycin Phosphotransferase Gene/lnlravj 

Kohr. Donald B.; Children* Hospital Los Angeles, Los Angeles. California; Transdurton of CD34* Calls from the done Marrow ofhiv-i infected 
Chiloren: Comparative Marking by and RRE Decoy. 

Sole FDA Review Recommended by NIWORDA: 2-8-96 



9602-148 (Open) Gene Therapy/Phase i/Cancer/Head and Neeirtjquamom C«ll C_irclnorn7/Prc^DrOa 

In Vivo/Autologous Tumor CeltSi'AdensyJrus/Serotypa SffctarpesJJimplax Virus Thymidine Kinase^CWA/Ganolclovlr/lntratumor-l injection 

O'Malley. Bert W.; Johns Hopkins University, Baltimore. Maryland; Phase I Study of Adenoviral Vector Delivery of the HS'/tk Gene and the Intravenous 
Administration of Ganciclovir in Adults with Recurrent or Persistant Head and Neck Cancer. 

Sole FDA Review Recommended by NIH/ORDA: 3-13-96 , 



9603-149 (Open) Gene Therapy/Phaso l/Cancer/Ovarlan/Tumor Suppressor Gene 

In VIvoJAutologous Tumor Cells/Retrovlrus/BRCA-1 Gene/lntraperltoneal Administration (Ultrasound Gultlad) 

Holt, Jeffrey T.; Clinical Research Center at VanderWIt University Medical Canter, Nashville, Tennessee; Ovarian Cancer Gene TTierapy wltn BRCA-1. 
SoIb FDA Review Recommended by NIH/ORDA: 3-8-86 



9603-150 (Closed) Gene Therapy/Phase !/Cancer/Melanomartmmunotherapy In Vlvo/Autologous Tgmor Cells/HLA B7 



03-'04.'9« TKli 15:03 FAX 07575 



ORDA 



©02 4 





cDNA/lmratumoral/Coneurrent InterieuKin^TherBpy 

Hersh. Evan V... Afccna Career Center, Tucson. Arizona: and Sondak, Vernon K., University of Michigan Medical Center. Ann Arsor Mi C nr< 
Evaluation ot Inlratumornl Gene Tharopy with HLA-8 7/DMRIE/DOPS plus Subcutaneous Low Oose 11-2 
Sole FDA Review: Recommended by NIH/ORDA; 3-26-96 

Closed; 3-11-97. Protocol Never Initiated 



9604-151 (Open) Gene Therapy/Phase V Cancer/Melanorna/lmfnuricthernpy In Vivo/Autologous Tumor Cefls/Adenovlrus/Serotypo 2/GPlOQ 
Melanoma Antigen/Subcutaneous or Intramuscular Injection/Concurrent lnterieukln-2 Therapy 

Rosenberg, Steven A.,National Institutes of Health, Betheada, Maryland; Phase I Trial m Patients with Metastatic Malanorr.a of Inmunlzatlcr, >v';n a 
Recombinant Adenovirus Encoding f/ie GP100 Melanoma Antigen. ' 

Solo ,-DA Review Recommended by NiHVORDA: 4-19-96 



9604-152 (Open) Gene Therapy/Phase I/Inherited Genetic Disorder/Wonogenlc Dlsease/X-Unked Severe Combined Immune 
Deficiency/Correction In Vitro/CD34+ Autologous Umbflical Cord Blood or Bone MarrowffletrovlrusJcDNA for Common > Chain of Multiple 
Cytokine Receptors/lntravunous 

Weinberg. KenneJi i..Cnllc*rens Hospital Los Angeles (CHIA) ; Los Angeles. California; Gene Therapy forX-linked Severe Combined Immune 
Cuflcltncy using Retroviral Mediated Transduction of the \c cONA into CV34* Ceils. 

Sole FDA Review Recommended by NIH/ORDA: 4-24-96 



9604-133 (Open) Gene TherapyfPhase l/lnfectious Disease/Human Immunodeficiency Virus/Replication Inhibition/Hammerhead Ribosyme/lr. 
Vitro,'CD34f Autologous Peripheral Blood Cells/Retrovlrus/Tat and Rev Hammerhead Rlbozyme/lntraveno«s 

Kohn, Donald 8..Childrens Hospital of Los Angelas (CHLA), Los Angeles, California: and Zaia, John A., City ot Hope Nations! Medical Center, Quarts, 
California; Transduction of COM* Autologous Peripheral Blood Progenitor Calls from HIV-1 Infected Parsons: e Phase / Siudv of Comparative Markhg 
Using a Ribozyme Gene and a Neutral Gene. 

Sole FDA Review Recommended by NIH/ORDA: 4-24-96 



9605-154 (Open) Gerie^rherapy^'riase l/Canw^?atir-Tijmorsrt>ro.Dnjg/in V!vo/AirtoloflOu9 Turner Cells/psiCRlP.MFG-S.'rKl-67 
Cells/Retrovirus/Herpes Simptax Thymidine K)n«ej8DNA/Gancl<;lovlr/IntrB»urnoral/Dlrect Injection 



Harsh iv, Griffith R., Chiocca, E, Antonio; Hoehbeig, Fred K.; Harvard Medical School, Boston, Massachusetts; P.nase I Study ot Ratwra^Mediatnd 
incorporation of the HSV Thymidine Kinase Gene and Ganciclovir ir> Malignant Gliomas. 

Sole FDA Review Recommended by NiH/ORDA: 5-1-96 



9605-155 (Open) Gene Th«rapy/Phas« lUC^er/CVWin/Pre-Orug/lmmuntfha Tumor Cells/Calipjiic-Ujaisoca* 

Complex/B7(CO60) cDMA/Retrovltua/ H&rpea Sim plex Thymidine Kli Mse/GarKlctovlr/im rajedtoneal 

Freeman. Scott M., and Robinson 111, William R.; Tulane University School of Medicine, New Orleans. Louisiana; Tumor Vaccination Wi:r> Hf.R-Ztfve-i. 
Using a B7 Expressing Tumor Cell Line Prior To Treatment With HSV-TK Gene-fJodlfied Cells. 

Sole FDA Review Recommended by NIH/ORDA: 5-2-9€ 



960S-1S6 (Open) Gens Therapy/Phase l/CancerfBreast/lmmunothorapy/Irt WroiAllocene'c Tumor Ceils.'Lethally Irradlated'Cationic Liposome 
Complex/B7(CD80) eDNA/Subcutaneous Injection — 

Urfca, Waltei J., Providence Portland Medical Center. Portland, Oregon; Phase I Trial Using a CD80-Modined Allogeneic Breest Career Une to 
Vaccinate H j *A-A2-Posltive Women with Breast Cancer . 

Sole FDA Review Recommended by NIH/ORDA. 6-3-96 



9606-157 (Open) Gene Therapy/Phase-Uh 
Cells/PA317,1letroviruWHerp^s-51mplex V 





t oTSSSoS) S7/Cancer/Glloblastoma/PtQ^rug/ln Vh/o/Autofoaoua Turner 
Vlrue Thymidine Kinase CDNA/Ganclclovtr/lntratumoral/Olrect Injection 





09/04/96 THli 15:04 FaX 07575 



Jnl^^Fk 



Maria Bernard. University of Florida, Galnsvli. Florida; Gutnell, John, Sharp Healthcare, Sidmsy Klmmol Can-er Canter «un dip™ r a H>«- 

S?^rl r^ 0 ^^ 6 '" S * mmm ' J ° hann0S - P "*- 0r - Univ - Nwrochirurcischa Kl^ Boon GeTO 'AeslDhal 

^°\«°~ o K ' n0(Un ? ePP«"dorf Neuroohirjrola'Urlv. Martlnstr. 52. Hamburg, Germany; Tonn Jora-Chrlstlan PD Drmed u "pdiffiL 
c™^»,f ^'T^ fT <ito D RObert ' Dr - Hosp " 31 Nct^Dame, Montreal, Quebec. Canada Shammy. X, KSol'vtS a 
ChanottejvHi*. virglda; A S h«r, Anthony. Presbytenan Hospital. Cancer Center. Charlotte. North Carolina; Epstein Mo! Browr UniLrsitv PratdP-,™ 

Victoria Genera: Hospital. Halifax, Nova Scotia, Canada; Bernstein. Mark, The Toronto Hospital, Toronto Ontario Cu^Q^^^ui^L 

™S ' F,n and > Se,1 « r . Rolf w - University Hospital, 3am, Swltrertand: Weiss, Martin Harvey, university ot Southern 

?bS RS^ni^TT?' n * «, n f ^' Ca " f ^ 8: RCk - JimM *' MW)IMI ^^fi* <* Geor 8-a, Department of S U rg el y.W^a. Georgia 
^rf^L™ n mIk Ne "™Weai InstlMt. Montreal. Quebec, Canada; Buchfokter. Michael, Neurcchlnjrgische Klinik mliPowmfcder 
'Jn1verst8t er1argen.Nurnb.r3, Eriangen, Germany; Brotcni, Jacques, Hepltal Erasme. Neruosergery, amines Universiaites rfe Bnjxeiies Br.xeiies 

7' T^ US , ? ommunehos P tol - C. Denmark; Henrlkseon, Rooer. University H^Pltal. Umea,1wed£ MaduMs Robert J 
TJrTunT 9 '^ ^1 Center. Nashville - Tennessee; Ram. Zvi; The Chaim Shsba Medical Center; TeWasAorner, Israel Ar^rews So ' 
. .lamas Jefferson Univers.ty Hcsp.tal; Philadelphia, Pennsylvania; Verlooy. Jan; University Hospital Antwerp; Anrwerp Belgium- Sto^^nW 
Guntner, Unlvaraitatsidlnik fur Neuroiogie, Innsbruck. Austria; Fav,«. Marie, Centre Leon ieran* LyoT Fra7« ^^ocSK" c£Sno 
Unita-Neutonsoloola Molecolare e Tempia Genica. Istltuto Narlonale Neurologico Carlo Bests Miiano Mi \\** lZ!^<&^?^ M 

Sole FDA Review Recommended by NIH/ORDA: 8-22-96 



9608.158 (Open) Gene Therapy/Phase WBfCanoer/Melancma or Sarcoma/lmmunotherapyfln Vitro/Aiitolooooa Tumor Colls/Lethaih, 
Irraftated/Plasmhl DNA/Partci. Mediated Gene Transfer (Acce.l^/Cytoklne/GM-CSF cO^tolwtH^^ZZ Colls/lethal* 

M V Un ' Ver ^ °l Wi,ccn8in Hcs P* tal 8nd Clinics Comprehensive Cancer Center, Madison. Wisconsin; Phase m Study oFlmmvnlziion 
mm Autotogous Timor cm Transacted with the QM-CSF Gene by Pertlck-Medi.ted Tmn&rm Patents w«h Molsnom^Zms 

Sole FDA Review Recommended by NIH/ORDA: 8-26-96 



9605-159 (Open) Gene Marklng/Cancer/Pedlatrlc Mallgnancies/m V(tro/CD3«+ Autologous Bone Marrow and Peripheral 
Biood/Ratrovnus/Neomycin Phosphotransferase cOJ*A/Bon» Marrow Transplant 

^^l™ ^LT r A MalC T ^.^T^' *°, bert £ St Jude c ^ i,dren ' s ReSEa ^ H ^?«^. M«"Ph*. Tennessee; A comoartto E,*wivn e t 
the/Miiy ol Hamopuetic Progenitor Colls Derived fnm Peripteral Blood va 3one Mamw. 

Sole FDA Review Recommended by NIWORDA; 5-15-93 



Kufe. Donald w„ and Eder, Joseph Paul, Dana-Fartjer Cancer Institute, Boston, Massachusetts; A Fness / Trial Of Recombinant V9->cinie Virus That 
Expresses PSA in Patients With Adenocardnom* Of The Proitate. ' c 0 ™ na 

Sole fda Review Recommended by NIH/ORDA: 9-18-98 



9809-191 (Closed) Gene Therapy/Phase tfCatieer/Smail Cell Lung CanceWtrnmunothempy/ln Vltro/Autoloooos Tumor Cells/LethaUy 
Irradiated/Catlonlc Uposome ComplexUpofeciln(Oibco BRL) f 'B7-l(CD80) cONA/Subcutaneous injection 

Antonia, Scon J., H. Lee Moffiti Cancer Center, Tampa, Florida; Treetment of Smell Col! Lung Canter Pitients in Partial Remission Or At P.elepse With 
B7- 1 Gere-MocSfod 4ofotogoos Tumor Ceils As A Veccine With Systemic interfemn Gemma. 



9810-162 (Open) Gene Therapy/Phase l/Cancer/Sdid Tumors/Onoogene RaguJaHorWHER-S/nau/ In Vlvo/Autoiogous Tumor Cells/Cationlc 



U0/U4/MS THu 15:05 FAX 07575 ORDA (g)0 

Liposome Comptax/TO-Chol-OOPEJElA^^urnoral Injection 

LaFollette. Suzanne. Ru»h/Pr«bytartaftfSt Uike^ MO Anuerson Cnnce- Cents- Hous-rm t^*- 

ofM8/st(a(«So«rf7u,'m)«rrtatOvsmxpmM«e;?.2m«u. Sponsor Targeted Genetics Corporation 
Sole FCA Review Recommended by NIK'ORDA: 10-29-98 



Antlaon/lniramuscut 

Rosenberg Steven A., MM, Bethesda. Maryland; Phase / Trial In Patients With Metastatic Melanoma Of Immunization With A RecorrMn mt rwHr 
Virus encoding The MART-1 Melanoma Antigen. .-wyomwruinr rowip. 

Sols FDA Review Reccfflrrterated by NIH/ORDA: 5-23-96 



9610-164 (Opm) Gene Trwapy/Phaae VCancer/Llv^rCHopatlOMrtastows/Pro^ruoftn V1vo/Autol©cous Tornor Cella/Aderiovlrus/Serot/pe 
5/Herpes Simplex Thymidine Kinase G«r»/GanclclovlrflntnrtumorBl Injection 

Sung Max W.. and Woo, Sovio L.C.. Mount Sinai Medical Center, New Yo*. New York; Phase I That of Adenoviral Victor Delivery of the Herpes 
Simplex Thymidine Kinase Gene by Imratumoral Injection Followed by Intravenous Ganciclovir in Patianta with Hepatic Metastases. 

Sole FDA Review Recommended by NIH/ORDA: 11-12-96 



9611-165 (Open) Gene Therapy/Phase l/Canttr/Melarioma/linmuncrtherapy/ln Vlve/Fowlpox Vlrys/ 8 p100 Melanoma Anticen/lntramuscular 
Injection 

Rosenberg. Steven A., NIH, Bethestia, Maryland; Phase / Trial In Patients With Metastatic Melanoma Of Immunization With A Recombinant Sowlorr 
Virus Encoding me QPIOO Melanoma Antigen. 

NIH/ORDA Receipt Dale: 11-13-96 . Sole FDA Review Recommended: 1-17-S6 



Rosenberg, Steven A., NIH, Bethesda, Maryland; Phase I Trial In Patients With Metastatic Melanoma Of Immunization With A Recombinant Victims 
Vims Encoding tne MART-1 Melanoma Antigen. 

NIH/ORDA Receipt Date: 11-13-86. Sole FDA Review Recommended: 1-17-98 



96114 fr(Open JGenTfRerapy/Phase ll/Caneer/GlicfcUstoma/Pro-Orus/Iri Vivo/Autoloeous Tumor C*lls/PA3l7/Re«rov|rus/Herpes Simoiex 
Ttamidinejtfna^ Injection . 

Maria, 8ernara, et.al. (All W608-1 57 sites are eligible tc participate in this study.) Prospective, Opon-Label, Multlcentar, Extension Trial for th- 
Treatment of Recurrent Glioblastoma Multiforme with Surgery and Inaction ofMurina Calls Pvducing Herpes Simplex Thymidine Kinase Vector 
Follo^eo by Intravenous Ganciclovir for Patients nrth Diseaso Progression Following Standard Treatment on Protocol GTI-01 15 Sponsor- Genetic 
Therapy, incVNovartis 
This protocol is an extension of #9W8-157. 

NIH/ORDA Receipt Date: 11-13-98. Sole FDA Review Recommended by NIH/ORDA: ",-6-97 



9611-168 (Open) Gene Therapy/Phase ll/CaiKer/Melanoma/lmmunotrierapy/lri Vrvo/Autotogous Tumor Ceila/Caflonlc Liposome 
Complex/DMRIE-DOPE Vical VCt 1005/HLA-B7/Beta-2 Microglobulin cONA/Direct Intretumoral Injection 

Hersn. Evan M.. Arizona Cancer Center. Tucson, Arizona; Kiasa. Richard. British Columbia Cancer Agency, Vancouver, B.C., Canada; Gonsalea, Rene, 
University of Colo'ado Cancer Center, Denver, Colorado; Silver. Gary, Northern California Melanoma Clinic, San Francisco, California iThcriewrt. Jcnn 
A. ,U. ot Washington Medical Center, Seattle, Washington; Phs.w It Study of Immunotherapy of Metastatic Melanoma by Dinpct Gene Transfer. 
Sponsor: Vital, Incorporated 



NIH/OROA R9telpt Date: 11-26-96. Sole FOA Review Recommended by NIH/ORDA: 1-6-97 



00/04/86 IHli 15:05 FAX 07575 



ORDA 



1^)027 



• 981 1-169 (Open) Gene Therapy/Phase t/IBWcer/SoBd Tumors/lmmunotherapy/ln Yivo/Autoloflou^TCmor Ceils/Catlonlc Liposome 
Ccmplex/OMRTE-DOPE Vlcal VCL 1 102/CytoWni»/lnter(euWn-2 cONA/Dlrect lntratumorj.1 Injection 

Hersh. Evan, M„ Arizona Cancer Center, Tucson, Arizona; Rlnehart. John. Soott and White Clinic. Temple. Texas; RuSln. Joseph Mayo Clinic 
Rochester, Minnesota; Sondak, Varnon K., University of Michigan Medical Canter. Ann Arbor. Michigan; Gonzales. Pone. Jriversity of Colorado Cancer 
Center. Denver. Colorado; Sobol. Robert E.. Sharp HealthCare, San Diego, California: and Fcrscher. Charte$ A„ Cecars-Sinai Comprehensive Cancer 
Center. Los Angeles. California; Phate l/ll Trial of intenoukin.2 ONAIW.RI&OQPE Lipid Complex as an Immunotherapeutic Agsm In Cancer by Direct 
Gene Transfer. Sponsor Vlcal, Incorporated 

.MIH/ORDA Receipt Date; 1 1-26-58. Sole PDA Review Recommended by NIH/ORDA: 1-17-97 



9612-170 (Open) Gene Therepy/Pnase l/Monoflenic Disease/Cystic FlbrosU/!n VIvo/Luno and Nasal Epithelial Cells/Cationic Liposome 
Complex/DOPE/CFTR cDNAAerosol Administration ' 

Sorso!ier, Eric, University of Alabama, Birmingham, Medical Canter; Safety end Efficiency of Gene Transfer of Aerosol Art.,.., 
of 9 Caticnic Lipid'DNA Formulation fo the Lung* end Not* of Petunia with Cystic Fibrosis. Sponsor: Genzyme Corporation 

NIH/ORDA Receipt Data: 12-17-96. Sole FDA Review Recommended by NIH/ORDA: 1-6-97 



3701-171 (Open) Non-Therapoutic/ln Vrvo/lntraderrnal CeUs/Adenovlrus/Serotype S/E.coll Cytoslrw Deaminase/Intradermal Injoctlcn 

Harvey. Ben-Gary. and Crystal, Ronald G.. Rockefeller University Hospital, New York, New York; Immune Response to Intradermal Adminiawio 
Adenovirus Typv 5 Gene Transfer Vector (Ad av CO. 10) In Normal Individuals. 

MIH/ORDA Receipt Date: 1-6-97. RAC Approval: 3-6-97/NIH Approval; 4-21-97 



9701-172 (Open) Gana Therapy/Phase I/Cancer/Germ Cell Tumors fTastteular CancerJ/ChamoprotectiofVIn Vitro/G-CSF Mobilized Autologous 
CD34+ Peripheral 8lood Colls/fcrtrovlrus/Multl-Drug Reslstance-1 eDNA/Bone Marrow Transplant 

Cometta , Kenneth, and Abonoor, Rafat, Indiana University Department of Medicine, Indianapolis. Indiana; High Dose Camoptatin and Etcposide 
Followed fcy Transplantation with Peripheral Bloot) Stem Cells Transduced with tna Mukiphi Quo Resistance Gene in the Trostmerf of Germ Cel! 
Tumors ■ A Pilot Study. 

NIH/ORDA Receipt Date: 1-9-97. Sole FDA Review Recommended by NIH/ORDA: 2-26-97 



9701 -173 (Open) Gene Therapy/Phase t/CancerfBraln Tumors/ChemopfotecJlorVIn Vitro/Peripheral Blood CD34* Cells/Retrovirus/O'- 
^^Methylguanine ONA MethyltranatM-ase cDNA/lntravenous Infusion 



Williams, David A., Indiana University School of Medicine, Indianapolis. Indiana; A Pilot StuOy of Dose Intensified Pwoerbazine CCNU VmcritfmetPCv) 
for Poor Prognosis Pediatric and Adult Brain Tumors Utilizing Ftbmnectin.Assisted, Retroviral-Medkited Motfffwft'on of CC3-H 'Pariphe'ml Blood Mis 
with C-Methyiguanine ONA Methyltranaferaee. 

■MIH/ORDA Receipt Date; 1-13-97. Sole FDA Review Recommended by NIH/ORDA: 2-4-97 



9701-174 (Open) Gene Therapy/Phaaa l/Cancer/Melanoma/lmmunotherapyfln Vltro/Alioflenelc Tumor Celis/Lethally 
lrradlated/Retrovirua.flnterleukln-2 eONA/NeomycIn Phosphotransferase cDNA/lmmunotaolatlon Devlca/Subcutaneous Implantation 

Das Gupta, Tapas K„ University of Illinois at Chicago. Chicago, Illinois; A Pilot Study Using interteukln-2 Tranafected Irradiated Allogeneic Melanoma 
Cells Encapsulated in an Immunoisolatson Device In Patients with Metastatic Malignant Melanoma. 

MH'OROA Receipt Date: 1-13-97. Sola FDA Review Racommendad by NIH/ORDA: 2-21-97 



9701 -175 (Open) Gene Therapy/Phase tfCanew/Glloblastoma^ro-Di-UQ/ln Vlvo/Autolocous Tumor CeJls/AdenovlruB/Sarotypo 5/Herpes 
Simplex Thymidine Kinase cDNA/Ga^wJclovir/lntranirrioral/Stereotactie injection 

Ueberman. Frank, Germane, Isabelle. and Woo, Savio, Mount Sinai Medical Center, New York. New York; Gene Therepv for Recurrent Glioblastoma 
Multiforme; Phese I Trial of intraparenchymat Adenoviral Vector Delivery of the HSV-TK Gene and intravenous Atfministratior} of Ganciclovir. 

NIK'OROA Receipt Data: 1-22-97. Sola FDA Review Recommended by NIH/ORDA: 2-12-97 



9702-176 (Open) Gene Therapy/Phase 1/H/CancerJProsUte Adsnocarcinoma/lmmunotherapy/ln Vlvo/Vacclnatlon/Vaccinia Virus/Prostate 
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Specific AnMflon/intradwiial Injection 

Seoda. Mertin G.. University of Michigan Urology CSMcs. Ann Aroor. Michigan; A Phase l/lt Clmlctl Trial Evaluating the Safety ar.d Biological XcM'v o' 
Rezcmbman! Vosma-PSA Vaccine In Patients nM> Serological Recurrence of ftusfsfe Cancer Following Radical Prostatectomy. 

NIK/ORDA Receipt Date: 2-19-97. Sole FDA Review Recommended by NIH/ORDA' 5-13-67 



9702-177 (Open) Gene MarKlng/Cancer/Chronlc Myoloflanous Leukemia/In Vitro/AutolOflOu* Peripheral Blood Celte Mobilized by 
Cyclophosphamide and G-CSF/Retrovlrus/Neomycln Phosphotransferase cDNAMwtolCBous Bone Marrow Transplam 

Verfairie. Cathwlna. Mclvor, Scott, McCullough. Jeff, and McGlave, PhBip, University of Minnesota, Minneapolis. Minnesota; Autologous Marrow 
Transplantation f$r Chronic Myelogenous Leukemia Using RgtroviraHy Marked Peripheral Blood Progenitor Cella Obtained after !r. \,iv 0 
Cyclophosphafntdo/G-CSF Priming. ' 

NK'CRDA Receipt Oate: 2-21-97. Sole FDA Review Recommended by NIH/ORDA: 3-1 4-97 



9703-170 (Open) Gene Therapy/Phase i/lnfectious Disease/Human Immunodeficiency VIrua/Repllcatlon lnhib,tion/ln Vitro<ca34+ Autoloao-s 
Cord Blood Cells/Retrovlrus/rransdomlnant Trev/lntravenous 

Belmont. John W„ Texas Children's Hospital. Houston, Texas; Pnaso I Clinical Trial ol TREV Gene Therapy for Pediatric AIDS 
N!. -i/OR DA Receipt Date: 3-10-97. Scle FDA Review Recommended by NiH/ORDA: 3-31-97 



9703.179 (Open) Gene Thorapy/Phaee I/Cancer/CEA-Expresslng Mallanancles/lmmunotherapy,'!n Vltro/Autologous Dendritic Cells/RNA 
Transfer/Carelnoembryonlc Antigen/Intravenous 

Ly-erfy. Kim H„ Duke Unive«ify Medical Center. Durham, North Carina; A Phase I Study of Active Immunotherapy With Garclnombryonr Antic 
RNA-Pulsed Autologous Human Cultured dendritic Cells In PaVent3 with Metastatic Malignances Expressing Cenlnoembryonic Antigen 

NIH/ORDA Receipt Dale: 3-14-97. Sole f : DA Review Recommended by NIH/ORDA: 6-24-97 



9703-180 (Open) Gens Tharapy/Phase 1/Other/Cubltal Tunnel 8yndromo/ln Vlvo/Autologou$ Muscle CelU/Plasmid DNA/Polyvinylpyrrolldone 
(PVP)/Human Insulln-Uke Growth FactoMfhlGMl/lntramuscular Injection 

Netscner, Oavid, Hand Clir.ic al the Veteran's A/fairs (VA) Medical Center, Houston, Texis; Phesa I Single Dcse-Rsnglng Study Of Formulated hlG^-l 
Plasmid In Subjects With Cubital Twins/ Syndrome. Sponsor: Gene Medicine, Inc. 

NIH/OROA Receipt Date: 3-17-97. Sole FDA Review Recornrnended: 4-7-97 



9703-181 (Open) Gene Therapy/Phase ll'InfecUous Disease/Human Immunodeficiency Virus/In Vlrro/Autolegous CD8 4 and CD4+ T 
Lymphocy1es/Hetr©virua/CU4-Zeta Chimeric Receptor/lntravenous/ConcurTent rnterleukin-2 Therapy 

Connicx. Elizabeth. University of Colorado Health Science* Center, Denver, Colorado. Deeks, Steven G., University of California, San Francisco 
General Hospital, San Francisco, California. Scadden, David, Massachusetts General Hospital (East), Ctiarlestown, Massachusetts, Mitsuyasu, Ronald 
University of California, Los Angelas Medical Center, Los Angeles, California; A Phase II Study of the Activity and Safety o' Autologous CCM-Z'te 
Gene-Modified T Cells With or Without Exogenous lnterieukln-2 In HIV Infected Patients. Sponsor: Cell Genesys. Inc. 

NIH/ORDA Receipt Date: 3-19-97. Sole FDA Review Recommended: 4-18-97 



9703-182 (Open) Gene Therapy/Phase ll/Monogenlc Inherited Dlsorder/Cystlo Ftorosla/SlnuslUs/Correetlon/lr? Vtvo/Maxlllary Sinus Fpithetial 
Calls/ Adons-asaodated Vlrua/Cyatlc Flbroala Transmembrane Conductance Regulator cONA/Msxlllary Sinus Administration 

Gardner, Phyllis. Stanford University's General Clinical Research Center (GCRC), Palo Alto. CalifomiE. A Phase Ml Study ot igAAVCf for trie 
Treatment of Cfrwi/s Sinusitis With Cystic Fibrosis. Sponsor: Targeted Genetics Corporation 

NIH/ORDA Recelot Date: 3-13-97. Sole FDA Review Recommended: 4-1-87 



9703-183 (Closed) Gene MarVlns/CBnoer/EBV-Poaltlve HodrjWn Disease/In Vitro/EBV-Speclflc Hodgkln Disease/In Vltro/EBV -Specific Cytotcxic 
lympriocytee/Retrovirus/Neomycln Phosphotransferase/Bone Marrcw Transplant 

Straus, Stephan E., National Institutes of Health. Bethesda. Marytend; Administration of Neomycin Resistance Gene Markec EBV Specific Cytotoxic 7- 
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Hodgkin Disease. 

NIH/OROA Receipt Oaie: 3-19-97. Sole FDA Review Reecmmer.aed by NIH/ORDA; 3-25-97 
Patient never treated (closed as of 11-1 8-S7) 

V^'^JSEZPSXHL y ( hera » } y /Pha,9 "Csncr/Proatate Cancerflrnmunotherapy/In Vivo/Aulologous Tumor Ceils/Catlonle Liposome 
Complex/DMRIE.DOPE V.cal VCL-1102/CytoklrWlnterleoWn.2 eDNA/lntratumaral Injection 

Belld^un Arie university of California, L05 AngelM. School of Medicine, Los Angetes. California; A Phase I SkKfy Evaluating the Safety aM Etncscy 
,-j mtedeukm.2 <5en 9 Therapy Dallverad by Lipid Mediated Gens Transfer (Leuveotln) In Prostate Cancer Pantos. Sponsor: Vical. inc. 

NIH/ORDA Receipt Date: 3-24-97. Sole FDA Review Recommended by NIH/OROA: 5-21-97 ' 



8704-185 (Open) Gene Therapy/Phase l/Canco»iWelanomaflmmunotherapy/|n Vivo/Autoloflous Melanoma Cell/CanarypoK 
Vlrua/Cytoklno/lnterteuktn-12 cDNA/Intratumoral Injection 

Cor ry, Robert M„ University of Alabama at Birrningnam, Birmingham, Alabama; Phase tb Trial of Intretumoral Injection of a Recombinant Caner/p'* 
Virus Encoding the Human l.f.eneukm-12 Gen* (ALVAC-hlL-12) In Patents with Sitroically Incurable We/aroma Sponsor- NCI- Career Tneraov 
Evaluation Program ■ ' 

NH/QPDA Receipt Date: 4-1-97. Sole FCA Review Recommended by NIH/ORDA: 7-2-97 



9704-186 (Open) Gene Therapy/Pha** monogenic Olseaee/Cystle Flbrosis/ln Vivo/Naaal Epithelial Cells/Cystic Fibrosis Transmembrane 
Conductance Regulator eDNA/Catlonle Liposome Complex/EDMPOIntranasal Administration 

Noone, Peadar G., Knowtes, Michael R., University of North Carolina at Chapel Hill, North Carolina; A Double- Bind. Placebo Controlled Owe Rrnvno 
Study to Evaluate we Safety and Biologicel EfTicaoy ofthe Lipid-DNA Complex GR213497B In the Nasal Epithelium of AMI Patients w/tn Cn'ic 
Fibrosis. Sponsor: Glaxc Wellcome inc. ' y 

NIH/ORDA Receipt Date: 4-23-97. Sole FDA Review Recommended by NIH/OROA: 5-13-97 



970>4*7(OperO G»n?Trn»rapy/Phase l/Cancor/Prostate/Pro-0ruo7In Vivo/AutologousTumor Cella/ArJencvlrus/Serotype 5/Herpes Simplex 
(Thymidine Kinase Gena/Ga^clclovirnmratumoral Injection • — 

Hall, Simon J., Woo, Savio L.C.. Mount Sinai School of Medicine, New,- York. New York; Phase I Trial of Ademoviral-MediatBd Herpes Slmolax 
Thymidine Kinase Gene Transduction in Conjuction witn Ganciclovir Therapy as Neo-adjuvent Treatment tor Patients with Clinically Localized {Siaoe 
Tit and T2b&c)Prostato Cancer Prior to Radical Prostatectomy. 

NIH/OROA Receipt Date: 5-7-97. Sole FDA Review Recommended by NIH/OROA: 5-28-97 



9705-188 (Open) Gene Therapy/Phase l/Caincer/Chrcnlc Myelogenous Leulamila/Criemoprotectlori/Tyr.22 Murine Dlhydrofolat* Reductase 
Gena/Antlsen*e/Arrtl-b3a2BCR/ASL Gens/In Vltro/Autolooou* Peripheral Blood CD34+ Cells Mobilized by Cyclophosphamide and G- 
CSF/Retrovlrus/Aulologous Bone Marrow Transplant 

VerfalJIle, Catherine, Melvor, Scott. McCultough, Jeff, McGlave. Philip; University of Minnesota. Minneapolis, Minnesota; Autologous Transplantation 
Chronic Myelogenous Leukemia with Stem Cells Transduced with a Methotrexate Resistant DHFR and Antl-SCR/ABL Containing Vector and Post 
Transplant Methotrexate Administration. 

Nlh/ORDA Receipt Date: 5-16-97. Sole FDA Review Recommended by NIH/ORDA: 6-6-97 



9705-189 (Open) Gerw Thwapy/Phaae l/Cancer/Hepatocollular Carcinoma/Tumor Suppressor Gene/In Vivo/AutoioaouaTt>mor 
Cells/AdenovlruVSerotype 5/p53 eDNA/lmratumontl Injection 

Beiani, Chandra p., university of Piitsburgn Medical Center, Pittsburgh, Pennsylvania; Phase I Study of Perouarsous Injections if Adenovirus pte 
Construct (Adeno-ptt) for Hepatocellular Carcinoma. 

NIH/OROA Receipt Oa:e: 5-27-97. Sole FDA Review Recommended by NIH/OROA: 9-19-97 



9705-190 (Open) Gene Therapy/Phase l/Cancer/Sq-jamous Cell Carcinoma of the Head and Neck/lmmunothernpy/ln Vivo/A utolooous Turn 
Celis/Cationic Liposome Complex/0OTMA<h©le6terol/CytoWneflnterteuMn.2 cONA/lr.lratumoral Injection 

O'Malley, Bert w.. Johns Hopkins Medical Institutions, Baltimore. Maryland; A Double-Band, Placebo- Controlled, Single RIslng-Oose Swcv of the 
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" Safety and TolerablBty of Formulated ML-? Wmid in Patients wfh Squamous CaH Carcinoma of (he Heattnd Wee* (SCCHffi. Sponsor G«n» 
Msdldne. tr.c. " " 

NIH/ORDA Receipt Da:e: 5-27-57. Sole FDA Review Recommended by NIH/ORDA: $.15-97 



9706-191 (Open) Gene Therapy/PhBse ll/Cancer/Head and Neck Squamous Cell Cafdnomalmmunotharspy/ln Vivo/Autolocous Tumor 
Cells/Cationic Liposome Crjmplex/DKRIE-DOPE/Vlcal VCL-1Dv5/HLA.B7/Beta.2 Microglobulin cDNA/Direct Irtratumora! Injection 

G'uckrnan, Jack L..; Gleich, tyon L., University ol Cincinnati Medical Center, Cincinnati. Ohio; Swinehart. James M„ Colorado Merfical Research 
Center. Denver, Colorado; Hanna, fhab, University of Arkansas lor Medical Sciences/Arkansas Cancer Rosea.' ch Center (UAMS* Little Rock 
Arkansas; Castro, Dan J., University of California, Los Angeles. Los Angeles, California; Gapany, Ma'kus, Veterans Affairs Medical Center. Mi'mvaxilis 
Minnesota; Carroll, vwiiiam, R., University of Alabama at Birmingham, Birmingham, Alabama; Coltrera, Marc D.. University of Wahtnton Medica' Cent»r' 
Seattle. Washington; Wolf, Gregory T„ University of Michigan Medical Canter, Ann After, Michigan; and Okuno. Scott. Mayo Clinic, Rochester, 
Minnesota; Phase II Study of Immunotherapy by Direct Gene Transfer with Allovectin-7 forthe Tnatrmnl of Recurrent or Metastatic Souamou) Cell 
Cardr.cma of (ho Head and Neck Sponsor: Vlcal, Inc. 

NIH/ORDA .Receipt Date: 6-6-97. Sole FDA Review Recommended by MH/ORDA: 7-7-97 



9706-192 (Open) Gene Therapy/Phas* l/CancerrProstate/Tumor suppressor Gene/In Vfvo/Autologcus Turner Cells/Adenovifus/Sarotvoe 5/o53 
cDNA/lntratumoral Injection ' H 

Belldegrun. Arie, ano Figiin, RobeL. UCLA School of Medicine, Los Angeles, California; A Phase I Study in Patients wth Locally Advanced or 
Recurrent Adenocarcinoma of the Prostate Using SCH59500 (rAd'pS3) Administered by Intratumoral Injection Sponsor: Schering-Ploueh Corporator, 

NIH/ORCA Receipt Date: 6-9-97. Sole FDA Review Recommended by NIH/ORDA: 9-17-S7 



9706-193 (Open) Gene Therapy/Phase l/Cancer/lmmunotrwapy.'CEA-ExpressIng Mailgnancles/ln Vivo/Autologous Muscle CallsJCanarypox 
Virus/Vaccinia Virus/Carcinoembryonte Antigen cDNA/lntramuscular and Percutaneous Injection 

Marshall, John L, Vincent r. Lomoardi Cancer Research Center, Georgetown University Medical Center, Washington, DC; A Pilot Study of S^entiei 
Vaccinations with ALVAC-CBA and Vacctnla-CEA with the addition oflL-Z end GM-CSF in Patients with CBA Expressing Tumors Sponsor- National 
Cancer institute-Career The-apy Evaluation Program (NCI-CTEP) 

NIH/ORDA Receipt Date; 6-18-97. Sole FDA Review Recommended by NIH/ORDA: 9-18-97 



9706-1 M (Open) Gene Therapy/Phase 11/lnfecUou* Diseaea/Human Immunodeficiency Vlrus/lmmunotherapy/ln Vlvo/Autoloocus Muscle 
Cells/Relrovlrus/HIV-1 IIIB Envelope Protein/Intramuscular Injection 

Aboulafia, David; Virginia Mason Clinic, Seattle. Washington; Campbell, Thomas; University of Colorado Health Sciences Cen:er Denver Colorado- 
Kumar. Prir.cy: Georgetown University Medical Center, Washington, D.C.; Murphy, Robert; Northwestern University Medical School. Chicago, Illinois' 
Sfcolnk, Paul; New England Medical Center, Boston, Massachusetts; Wheat, Joseph; Indiana University Hospital. Indianapolis, Indiana; A Phase il 
Randomized, Double Blind Placebo Controllod Study of Combination Drug Anti-Retmvirat Therapy to Include a Reverse Transcriptase lnnlb.«cr and a 
Protease Inhibitor Plus HtV-ITfV) or Placebo In HIV Patients with CCM*- Courts > 100. and HIV RNA > 1K. and < 10K Storsor: Chlrcn Corporation 

NIH/ORDA Receipt Date: S-23-97. Sole FDA Review Recommended by NIH/ORDA; fl- 15-97 



9706-195 (Open) Gene Therapy/Phase l/Caneerflmmunotherapy/CEA^Kpresslnfl Mallgnancles/In Vlvo/Vacclnia Virus/Carcinoembryonic 
Antigen cDNA/lntradermal and Subcutaneous Injections 

Conry, Robert M.;The University of Alabama at Birmingham, Birmingham, Alabama; A Phase I Trial ol a Recombinant Vaocinia-CEA (130 Kd) Vaccina 
Delivered by Intradermal Needle Injection Versus Subcutaneous Jet Injection in Patients with Welasfat/c C£A-Exprassine Adenocarcinoma Sponsor: 
Drug Reguiatory Affairs 3raneh, Cancer Therapy Evaluation Program (CTEP), Division of Cancer Treatment, Diagnosis and Centers. NCI, MiF 

nih/ORDA Receipt Date: 6-26-97. Sole FDA Review Recommended by NIH/ORDA: 9-5-97 



9706-196 (Open) Gene Therapy/Phase Monogenic Disease/Chronic Granulomatous Disease/In Vltio/G-CSF Moblliied CD34* Autologous 
Peripheral Blood Cells/Retrovlrus/gp91phox/intravenou9 Infusion 

Smith, Franklin O., and Dlnauer, Man/ C: Indiana University School of Medicine, Indianapolis, Indiana; Ffrro/jecf/Vi-Assi'srerf. RetroviraUlaoietod 
Transduction ol CD34r Peripheral S/ootf C«//s with gp91 phox in Patients with X-Linked Chronic Granulomatous Disease: A Phase I Study 



NiHORDA Receipt Data: 6-30-97 Sole FDA Review Recommended by NIH/ORDA: 7-21-97 
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970S-197 (Open) Gone Therapy/Phase l^^«rfM»leno«nartmmunotherapy/In Vivo/Autoloooua Utoma Cell/CanarvDox 
Viru*/B7(CO80)flnJ D rl<9uklr)-12AVol(lne/lntrBhjmonil miction ^ 

Ccnry, Robert M.; University of Alabama at Birmingham. Birmingham, Alabama; Phase lb Trial of Intratumora! Injection of a Recombinant Canaypox 
Virus Encoding Human B7.1 (ALVAC-hB7.1) or a Combination ofALVAC-hB7. 1 and a Recombinant Cenmypox Virus Encoding Hunan lntarleukin-12 
(ALVAC-hlL-12) * Patients with Surgically Incurable Melanoma Sponsor: National Cancer InstrMe-Cancer Therapy Evzl jatio.T Program (NCl-CTE?) 

NIH'ORDA Receipt Date: 8^30-97. Sole FDA Review Recommended by NIH/ORDA: 9-5-97 



Venook, Alan ana Warren, Robert S., University of California, San Frandoco, California and Fisner, George; Stanford University, Pab Alto, California 1 f 
Phass I'll Study o! Autologous CC49-Zeta Gene-Modified T Ceils and a-interferon in Patients with Advanced Colorectal Carcinomas Expressing th* ' 
Tumor-Associatea Antigen, TAG-72 Sponsor. Cell Genesys. Inc. 

MH/ORCA Receipt Data: 7-7-97. Sole FDA Review Recommended by NIH/ORDA: 8-26-97 



9707-199 (Open) Gene Therapy/Phase l/Cancer/Melanoma/Breast/Head and Neck Cancer/Cutaneous T-Cdl Lymphomallmmumottierapy/ln 
Vltro/Autologcjs Fibrobla9ta/lethally irr8dlBte<l/Retrovinja/CvtoWne/!nterleukln.12;intratumor«l Injection 

Park, Chan H.; Samsung Medical Center, Seoui. Korea; Kim. Sunyoung; Seoul National University, Seoul, Korea; lotre. Michae ; Tzhara. Hldeakl ant 
Robblns, Paul; University o' Pittsburgh, Pittr burgh, Pennsylvania; IL-12 Gene Therapy Using Direct Injection of Tumors with Genetically Engineered 
Autologous Fibroblasts 

NIH'ORDA Receipt Date: 7-22-97. Sole FDA Review Recommended by NIH'ORDA: 10-30-97 



9707-200 (Open) Gene Thorapy/Phaae l/ll/Cancer/Non+fcdgkln's B-Cell Lymphorna/Mantla Cell Lyrnphoma/lmmumotherupy/ln vivo/Nakad 
Plasmld ONA/Tumor Idlatype/lntramuscLdar Injection 

Levy, RoraM; Stanford University School of Medicine, Stanford, California: A Phase l/l! Study of Vaccine Therapy for B-Cell Lymphoma Utilizing 
Plasmid DNA Coding for Tumor Idiotype Sponsor: Vical, Inc. 

NIH'ORDA Receipt Data: 7-24-97. Sole FDA Review Recommended by NIH/ORDA; 8-13-97 



9707-201 (Open) Gene Therapy/Phase I/ Cancef/OvariarVrnnmunothempy/ln VUroVAjtotogoue Tumor Cells/Canarypox Vlrus/B7.l 
(CD8Q)/lntraperitoneal Injection 

Freedman. ftalph; The University of Texas, M.D. Anderson Cancer Center, Houston, Texas; Intraperitoneal (IP) Auetologcus Therapeutic Tumor 
Vaccina (AUT-OV-ALVAC-hB7. 1) plus IP rIPN-y for Patients with O/arlan Cancer. A Pilot Study Sponsor: NCI Cancer Trmispy Evaluation Frooram 
rwrii-rvrepi 



NIH/OROA Receipt Date: 7-28-97. Sole FDA Review Recommended by NIH/ORDA: 8-15-97 



9707-202 (Open) Gene Therapy/Phaae 1/lmmunotherapy/Cancer/MolanomaJln VltroJAutoloaous Tunwsr Cells/Lethally 
irradiated/AdenovirtKi/Serotype S/Cytoklne/Crenufocyte-Mocrophaae Colony Sllmulnting Factor (GM-CSF)/Subcutaneous in|ec«on 

Dranoff. Glenn and Soiffer, Robert; Dana-Farber Cancer Institute, Harvard Medical School, Boston, Massachusetts; A Phase I Study of Vaccination wttr- 
Autologous, Lethaily Irradiated Melanoma Cells Engineered by Adenoviral Mediated Gene Transfer to Secrete Human Granuiocyte-Macocnage Colony 
Stimulating Factor 

NIH'ORDA Receipt Date: 7-28-97. Sole FDA Review Recommended by NIH/ORDA: 8-15-97 



9707-203 (Open) Gene Therapy/Phase l/lmmuno»herapy/Cancer/Non-Small Cell Lung Carcinoma (NSCLC)/In Vltro/Autologous Tumor 
Cells/Uthslly Irradlated/Adenovlnja/Serotype 3/Cytokine/Grnnulocyte-MacropriBBe Colony Stimulating Factor (GM-CSF)/Subcutam?ous 
Injection 

Dranoff. 3lenn and Salgla, Ravi; Dana-Farber Cancer institute. Harvard Medical School. Boston, Massachusetts; A Phase I Stutiy of Vaccination with 
Autologous, lethaily Irradiated Non-Small Cell Lung Carcinoma Cells Engineered by Adenoviral Mediated Gene Transfer to Secrete Human 
GtarxMocyte-Macropha^e Colony Stimulating Factor 

NIH/ORDA Receipt Date: 7-28-97. Sofa FDA Review Reccmmended by NIH/ORDA: 8-15-97 
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9707-204 (Open) Gem, Thorapy/Phase l/Mcno B enlc Disease/leukocyte Adherence Deficiency (LAD)/ln Vltro/C-CSF Ueb'lUsd CD34* 
lO > Autologous Peripheral Blood Cella/RetrovlrusJCDIS/lr.tnwanoua Infusion Moc.llxed CD34* 

»Ltr iri ; 2Th^ '^7^ * W " h J, n 9"? Schoot <* Seattle. Washington; Reto/jrw-Mecteted TVartiiWrhe cON4 for Humsn CDf3 

Parpharai Bleed Repcp-jlatirq Ceffi or Petims with LsuJroeyfe Adherence Dafoancy 

NIH/ORDA Racebt Da:e: 7-31-97. Sole FDA Review Recommended by NIM/ORQA: 9-17-97 



"T/i W 9708 2W < 0|M ' 1) ° 6nB Therapy/Phase lyil/Cancor/Prostateflmmunotherapy/ In Vltro/Allccenelc Tumor Colls/Lathaily 
^ ^7 Irradiated/Retrovirun/Cytoklno/Granulocyte-Maerophaee Colony Stimulating Factor/Subcutaneous Injection 

Simons. Jonathan W.; Johns Hopkins Oncology Center, Baltimore. Maryland; Phase l.'li Study Of Allogeneic. Human GM-CSF Gene Twsdwd 
irradiated Prostate Cancer Cell Vaccinas In PaVonts with Prostate Cencsr 

MH/OROA Recei?: Date: 8-19-97. Sole FDA Review Recommended by NIH/ORDA: 9-9-67 



/ 9708-206 (Open) Gang Therapy/Phase Vlinanoar«hpnle-Ma«logimw LaukemlaTA^ttviHmmunotherapy/ln Vitro/Donor CD8* ar 
CVJ Lymphocytea/RetrovlrusaHygromyeln Phosphdnirt ^ase-Herpes Slrnplex ThymldlnaKlnao^usion Gar.a/tntraverous Infusion 



phcsphoiranjrfemsesnd hsw t /.y^Wo8 Wrwe oeneJ-tanstwcad Donor r Ce//s for Adoptive immunotherapy In Patients v.itn Relapses CML after 
Allogeneic Slam Can Transput: Phete l-ll Clinical Triel H 

NIH/ORDA Receipt Dale: M9-S7. Sole FDA Review Recommended by NIH/ORDA: 9-26-97 



8708-207 (Open) Gene Tharapy/Phase l7Cancer/Color«ctal/lmmunotharapy/lr5 VfvofAutoloaouS Tumor Calls/Canatypox 
Virus/Carcmoembryonlc Anttn«n/B7.1 (CD80)/lr«ra dermal Scarification 

Kaufmar, Howa.x L.; Albert Einstein Cancer Center. Bronx. New York; Phase / Clinical Trial of a Recombinant ALVACCSA-Br vec-ina in 
, maimer: of Advanced Colorectal Carcinoma. Sponsor: National Cancer Instltuta-Cancer Therapy Evaluation Pro^m (NCI-CTr-F) 

NIH/ORDA Reeeist Date: 8-21-97. Sole FDA Review Recommended by NIH/ORDA: 11-25.97 



9708-208 (Ojjerpene-Therapy/Phase UCancer/Mesotrtelloma/Pro-Drug/ln Vlvo/Alloeeneie Tumor Cells/Lelhally Irradiated/Rrtroviru&Herps 



Schwarzenberoer, Paul; Louisiana State University Medical Center, New Orleans, Louisiana: Ths Treatment if Malignant Pleural Me.aotr,e'lor,a w 
Gene-Modified Cancer Vaccine: A Phasm I Study 

NIH/ORDA Receipt Date: 8-25-97. Sole FDA Review Recommended by NIH/ORDA: 9-1fi-97 



9706-209 (Open) Non-Therapeutic/ln Vlvo/Bronchlal Epithelial Cells/Attenovlrus/Serotype HE. coHCytoalne Doamlrwse/lmrabionchial 
— i r/ Administration 

Harvey, Ben-Gary and Crystal, Ronald G.; Rockefeller University Hospital, New York, New York; Systemic and Respiratory Immune Respond <o 
Adrri,rHstr^thnc^anAdmovirvsTy^5GaneTransfBrVe<;tc^{Ad 9 ^.10) 

NIH/ORDA Receipt Date; 8-29-97. Discussed a*, the December 16. 1997 RAC meeting 



j . a 9709-210 (Open) Gene Therapy/Phase l-ll/Canew/Melanoma/lmmunotherapy/In Vlvo/Autotonous Tumor Colls/Catloi 
J Complex/DMRIE-DOPE/Vlcal V2L.lC05/HLA-B7/p2.Nlacr«>globulfn cONA/Dlrect Intratumoral Injection 

Gonzales. Rene; University o» Colorado Cancer Center, Denver, Colorado aid Hersh, Evan: Anions Cancer Center. Tucsc 
C'se Protocol tor Retrvatment Mm AitovecVn-7 Immunotherapy tor Metastatic Cancer by Direct Send Transfer Sponsor: \ 

NIH/OR0A Reca);t Date: 9-6-97, Sola FDA. Review Racommerioed by NIH/ORDA; 9-26-97 



9708-211 (Opan) Gene Therapy/Phase l/Monofienetic Olsease/Canavan Disease/In Vivo/Autolcqous Brain Cells/Plasmld DNA/Adeno- 
associated Virus/Poly-L-Lyslne/Catlonlc Liposome Ccmptex/DC-Chol/DOPEJAapartoeeylase eDNA/lntrac-anlal (Ommaya Reservoir) 
Administration \ 



08/04/98 THU 15:10 FAX 07575 ORD A 12)053 

' Seashore. Margretta. R, Yale University, leaven. Connecticut; Gene Therapy of Canavan Dlsease^ttreatment of Pre viously Treated ChiHven 
NIK/OROA Receipt Date: 8-28-97. Discussed a! the December 16, 1997 RAC meeting 



9709-212 (Op«n) Gene TherBpy/Phasel/CarKQr/Melanoma/lmrnuriotrwrapyr/ln VJvoMutolOflous Tumor CaUc/Cationic Liposome 
Complex/DMRie-OOP6 vteal VCL.1005mLA-e7/Bea.2 Microglobulin cDNA/VlMl.1102rtrrter1eu*r,-2 cDNA/lntrBtumorai Injection 



V™ Lr?;, £ T '* ^.f d0 5^ nCeS Denver ' Co,orado; H * rsh ' Evan M " Afizona Cancar <*«er. Tucson. A-izona: Rubin 

Joseph Mayo Clinic. Rochester. Minnesota; and Thompson, John A: University of Washington Medical Center, Seattle. Washington' / studv of 
D,mct Gene Tmmtsr or HLA-B7 Plssmld ONA/OMRI&DOPE Lipid Complex (Allovectin-7) with iL-2 Humid DNA^MR!^FEUpic-CMx 
(Leuvectm) as en immunomertpeutic Regimen in Petiants with Metastatic Melanoma Sponsor: Vical, Inc. 

NIH/ORDA Receipt Date: 9-18-97. Solo FDA Review ReoommendBd by NIH/ORDA: 10*97 1 



T2fri? ( °- 9 b' Cen * T J* H ' a l J y' Pha3C Infectious Disease/Human tmmunodeflclsncy Vlrua/lr. Vltro/Autologous COS* T Cells/Retrovirus/C04- 
Z«ta Chimeric Receptor/Intravenous 

SJr ™?i «JS^ C B ^ a ' fftlLT* 300 Ger - e,ai H0Sp;tal ' Ssn F,ands ». California: A Mies* » Study ct Autologous CD4-Z e!a Gam.. 
Moff/flsrf T ca«< <n HIV-infected Patients twtA Lmdectable Plasma Vtremie on Combination Antirelroviral Drug Therapy Sponsor: Cell Ganasy», In:. 

NIH/ORDA Receipt Date: 9-22-97. Sole FDA Review Recommenced by NIH/ORDA: 10-10-97 



9709-214 (Opart) Gene Therapy/Phase ll/Cancer/Heed and Neck Squamous Cell Carcinoma/Tumor Suppreaaor Cene/ln \WAutologous 
Tumor CeSls/Adonovlrus/Sarotypo 5/p53 

Ereaj, Randall I.; University of Arkansas for Medical Sciences, LWte Rock, Arkansas; dayman. Gary L; The University of Texas MD Andaiscn Cancer 
Center, Houston, Texas: Yoo, George H.; Wayne Stste University/Barbara Ann Karmanos Cancer Institute, Detroit. Michigan- Medina Jesus E 
University of Oklahoma Health Sciences Canter, Oklahoma City. Oklahoma; Murphy, Barbara S., Vanderbllt University Mwisal Center, Nashvllip 
Tennessee: Garttfn, w. j 3 ,T 3 rd, University of Miami Hospitals and Clinics, Miami. Florida; Weber. Jeffery S„ University of Southern California Los 
Angeles, California; Schu«er, David E„ Ohio State University Medical Center, Columbus, Ohio; BukowsM. Ronald M., The Clevelar.i Clinic Founda'ten 
Caveiand. Ohio; Hamm. John; University of Louisvaie Health Sciencns Center, Louisville, Kentucky; Asjarwaia. Sanjiv, University of Pittsburgh Cancer ' 
institute, Pittsburgh, Pennsylvania; Posner, Marshall R.. Dana-Farber canoer institute. Boston, Massachusetts; and Hcchster HcwBrf S New York 
University Medical Center, New York. New York; A Phase II MutV-Canter. Cpen Label, Randzmized Study to Evaluate Ofecto/snau and Salty of 7V, 
Treatment Regimens ol AdSCMV-pS3 AtfninisfsfBC by Intra-Tumorai Injections in 78 Patients vwth Recurrent Squamous CeP Carcinoma of the Head 
and Neck (SCCHN! Sponsor: Ganceii (Division of Rhone-Poutenc Rorer Pharmaceuticals) 

NIH/ORDA Receipt Date: 9-22-97, Sole FDA Review Recommended by NIH/ORDA: 10-21 -97 



9709-21 $ (Open) Gene Therapy/Phase I/Cancer/CEA-Expresslng Mallgnancloa/lmmunotherapy/ln Vtvo/Autolooous Tumor Cslls/Canarvco* 
Virus/Carclnoembryonlc Antlgen/B7.1 (CDSOyintramuaeular end Intradermal Injections 

von Menren. Margaret; Fox Chase Cancer Center, Philadelphia, Pennsylvania; Phase VPilct Study of ALVAC-CEAB7. 1 1mmunization in Patients with 
Advanced Adenocarcinoma Expressing CBA Sponsor: National Cancer Institute - Cancer Therapy Evaluation Program (NCI-CTEP) 

Nlh/ORDA Receipt Date: 9-24.97. Sole FDA Review Recommended by NIK/ORDA: 10-28-97 



9709-216 (Open) Gene Trwapy/Phaae l/Cancer/BreasVTumor Suppressor Gene/lri Vivo/Autclogous Tumor Cells/Adenovlrus/Serotype 5,p53 
cDNA/Cutaneoua or Subcutaneous 

von Mehren. Margaret; Fox Chase Canoer Center, Philadelphia, Pennsylvania; Phase l/PHot Study of pi3 intraiesionai Gene Therapy with 
Chemothempy in Breast Cancer Sponsor: National Cancer Institute • Cancer Therapy Evaluation Program (NCI-CTEP) 

NIH/ORDA Receipt D8;e: 9-24-97. Sole FDA Review Recommended by NIH/ORDA: 10-28-97 



9710-217 (Open) Gene Therapy/Phase MVCancer/Prostate/Tumor Suppressor Gene.1n VIvcMutologous Tumor Colls/AdanoviruslSerotyBe 
5/p53 cDN A/lntratumoral Injection 

LogctheHs, Christopher J.; University of Texas MD Anderson Cancer Onter, Houston, Texas; A Tolerance and Efficacy Stucv of intrapnstatic IN6* 
201 Followed by Pathological Staging and Possible Radical Prostatectomy in Patients with Locally Advanced Prostate Cancer Sponsor Introgen 
Therapeutics, Inc. 



NIH/ORDA Receipt Date: 10-3-97. Sole FDA Review Recommended by NIH/ORDA: 11-6-97 



w 7 , 10 ™^'".' ? 8 "" rh * r tPy /Phas « IWnfBctloiM DUeaae/Human Immunodtflelmey VlnnflUpllcatlon lnhfbition/rlamrnerr* S <i Mbozvme/ln 
V/tro/CDS** AutolOBOUS Peripheral Blood Cell./Retrovirus/Tot and Rev Hammerhead Rlbo*>™rmtravenous »l>oiymefl„ 

l 6 ^!,^' DU3rte ' Ca!i,0mia; Chemotherapy end Autologous Peripheral Stun Cet 

PtomS'SLTnc ty ' 7!p '' omas * " a ^ * Otwwwatt* Mati/w Usmg 8 Ktoyme Gone aw g Marin; GertV Sponsor: fttooiyme 

NIH/ORDA Receipt Dste. 10-6-97. Soto FDA Review Recommended by NIH/OROAj 10-27-97 



^ilS^^S^ M ° ™ m ™ cancer cemer ' Houstcn ' Texas: 4 ' ™<>''*--* 

MH/OROA Receipt Date; 10-21-97. Sole FDA Review Recommended by NIH/ORDA: 11-10-S7 



« /. (0pen) G <? n8 Th0ra Py /Ph8se "'Cancer/Ne-n-Small Cell Lunfl Cancer/Tumor Suppresaw Gsns/ln VivcMutologous Tumor 

^ Cells/Adsnovtrua/Sorotype 5/p53 eDNA/Bronchoacopy or Percutaneous Intratumoral Injection 

Lung Cancer Using SCH 53500 (rMpU) « OantaMDwi wfffi Chemotherapy for Multiple Cycles Sponsor Scherfng Plough Researcn irisiltuta 
NiK'ORDA Receipt Date: 10-31-97. Sole FDA Review Recommended by NIH/ORDA: 12-15-97 



971 1 -221 (Open) Gone Therapy/Phase l/Other/ Coronary Artery Disease/In Vlvo/lschemlc Myocardlurn/Adenovlrus/Serotyne 5/Va*cu'ai 
Endothelial Growth Factor (VEGF] cDNA/Cardlac Administration 



Cr/stal, Ronald G; The New York. Hospttal-Comell Medical Center, New York, New York; Phase I Study of Dim* Administration of a Radiation. 
Decent Adenovirus Vector (Ad„VEGF121. 10) Containing the VEGF121 cDNA to the Ischemic Myocardium ol individuals with Life Threatening DiKuse 
Coronary Artery Disease Sponsor; GenVec, Inc. i^cmy 

NIH/ORDA Receipt Date: 1 1-4-97. Discussed at the December 1$, 1997 RAC meeting 



-7/7/ 9711 " 222 ( ° p8n) GBn6 Therapy/Phase l/Monogenetlc Dlsease/Canaven 0»$«ase/lr, Vivo/Autologoua Brain Coit6/Ptasmid DNA/Adeno- 
CS£<\ Associate Viru«/Pr 0ta mine/Cationlc Liposome Complex/rX-Chgleslerol-COPE/Aepartoaeylase cDNA/lntracrenial (Ommaye Reservoir) 

Freese, Andrew; Thomas Jefferson University, Philadelphia, Pennsylvania: Gene Therapy of Caravan Disease 

NIH/ORDA Receipt Dste: 11-12-97. Sole FDA Review Recommended by NIH/ORDA: 1-26-93 

-7 n 9712-223 (Open) Gene Therapy/Phase l/Cancer/Neuroblsstomaflmmunotrwapy/ln Vltro/Aliogerwlc Neuroblastoma Cell 
A- Unesmetrov^us/Cytokmo/lnterieukln-Z (IL-2)^8smloVEIectroporatlon/Chemoklne/Lymphotactln/Subcutartoows Injeclion 

Bcwman, Laura: St. Jud. Children's Research Hospital, Memphis, Tennessee; Phase I Study of Chemokino and Cytokine Gone Modify AXewmic 
Neuroblastoma Cells for Treatment of Retapsed/ReteBtor/ Neuroblastoma Using a Retroviral Vectcr 

NIH/ORDA Receipt Date: 12-3-S7. Sole FDA Review Recommended by NIH/ORDA: 12-29-97 



-7,7 Z 9712-224 (°P 9n ' Gene Therapy/Pha$e l/Cancer/Neoroblastorna/lmmunrtherBpy/ln Vltro/AutoloBoos'Tumor Cells (Non-lrradlatedUType S 
Adenovirus/Cytokine/lnteneuKin^ (B.-2)/Chemolcliie/LympriotactirVSuOcut8neous Injection 

Bowman, Laura; St. J'jde Children's Research Hospital, Memphis. Tennessee; Phase I Study of Crmmokine end Cvtokir.e Gana Mod.flnd Autologous 
Neuroblastoma Cells for Trsatment of RBlepsed/Rgfraotory Neuroblastoma Using en Adenoviral Vector 

NIH/ORDA Receipt Date: 12-3-97. Sole FOA Review Recommended by NIH/ORDA: 12-29-97 



'so'a. Lu!s M.; Mount Sinai Medical Center, New YcrtC, New York: A Pfiase I Trial of Autologous end Allogeneic Bone Marrow Transplantation u 



08/04/98 THi: .15:11 FAX 07573 ORDA 

Genetically Marked Cells tor (Aw Treatmer^^l:' Associated Lymphoid Hilignancm 
NIK/ORDa Receipt Date: 12-15-57. Sole FDA Review Recommanded by NIH/ORDA: 1.7-98 



9712-226 (Op»n)G«m. Tharapy/Phwe ll/Cancer/Heod and Neck Squmous Celt Carcinoma/Tumor Suppressor Gerte/ln V.vo/Autologous 
TumorC«!l8/Ad«V5vlruVS«rotyp«5/p33cDNAflntnituiiiorallnj9ctlortS 

Drejeer, Robert; University of Iowa College ol Medclne, Iowa City, lovva; Cohn. Alien, University ol Colorado Health Sciences Center, Denver Colorado 
Williamson. Stephen. University of Kansas Medea! Center, Kansas City, Kansas: VanEcho. David A., University of Maryland School ol Medi-ine 
Baltimore, Maryland; Rosen, Fred, University of Illinois at Chicego Hospitals & Clinics; and Endloott, James N.. University ol South Florida, Tampa 
Florida; A Phase II, Multi-Center. Open Label. SVjdy to Evaluate Effectivenoss and Safety of Ad5CMV-pS3 Administered bv Intra-Tumoro! Injections m 
38 Patient with Recurrent Squamous Cell Carcinoma of the Head and Neck (SCCHN) Sponsor: Genoell (Division RhWPoulepc P.orer 
Pharmaceuticals. Inc.) 1 

MH/ORDA Receipt Date. 12-17-97. Sole FDA. Review Recommended by NIH/ORDA: 1-9-98 



9801-227 (Open) Gene Therapy/Phase IVCancer/MeJanoma/Head and Neck Cancer/lmmunotherapy/ln Vltro/Autoloaous Flbrobiasts/Lethally 
IS* lrrarilated/Rotrovlru8/Cytoklne/lnterleukln-12 oDNA/Neomycin Phosphotransferase eDNA/Intratumoral Injection 

lobe, Michael T.; University of Pittsburgh Career Institute, Pittsburgh, Pennsylvania; IL-12 Gene Therapy Using Ditact injection ol Tumors with 
Genetically Engineered Autologous Fibroblasts (A Phase II Study) 

NIH/ORDA Receipl Date: 1-2-98. Sole FDA Review Recommended by KTH/ORDA: 2-13-98 



^ o a- 9801 ' 228 (OP*>) Ge "8 Therapy/Phase l/Cancer/Ovarlan/Pro-Orug/trt Vivo/ Autologous Tumor Cells/Adenovlrus/Serotype SHerpes Simplex 
firf Thymidine Kinase cDNA/Acyclovlrlntraperltonwal Injection 

Kisback. Dirk G.; Baylor College of Medicine, Houston, Texas: Phase I Study of Concomitant Adenovirus-Mediated Transduction of Ovarian Cancer wit 
HSV-tk Gene Followed by Intravenous Administration of Acyclovir and Chemotherapy with Topctecan in Patients after Optimal Oebulkm Suraerv tor 
Recurrent Ovarian Cancer 

NIH/ORDA Receipt Date: 1-14-98. Sole FDA Review Reoommertded by NIH/ORDA: 2-5-98 



2V 980^2^O^5Sy^«nfrTh8rapy/Phas<) l/Caneer/Prostate/Pro-Drug/lr. Vlvo/Autologous Tumor Celis/Adenovirus/Serotype 5JH»rpes S'molex 
l/"t> Thymidine Kinase cD{(A/Ganclclovlr/lntratumoral Injection 

Kadmon, Dov; 3aylcr College of Medicine, Houston, Texas; Neoadjuvant Pm-raoical Prostatectomy Gene Therapy (HSV-tk Gene Transduction 
Followed by Ganciclovir) in Patients with Poor Prognostic Indicators 

NIH/ORDA Receipt Date: 1-15-98. Sole FDA Review Recommended by NIH/OR3A: 2-13-98 



Cowan, Morton J. and Conant, Marcus A.; University ot California, San Francisco, San Francisco, California; Evaluation cftne Safety end Bffes's of 
Vivo Modification and Re-Infusion of CD34-> Cells by an Anfwense Construct Against mv-1 in a Retroviral Vector Sponsor: Enzo Therapeutics, inc. 

NIH/ORDA Receipt Date: 1-20-98. Sole FDA Review Recommended by NIH/ORCA: 3-26-98 



Maiech, Harry L: National Institutes of Health, Bethesda, Maryland; Gene Therapy Approach for Chronic Granulomatous Disoase 
nih/ORDA Receipt Date: 2-2-98. Sole FDA Review Reoommencied by NIH/ORDA: 2-20-98 



9&02-232 (Under Review) Gene Therapy/Phase I/Coronary Artery Disease/In Vivo/lecnemlc Myocardium/Plasmld DNA/Vascular Endothelial 
^"2,/ Growth Factor (VEGF) cONA/Cardlac Administration 

Isner , Jeffrey M.;Tufts Uriversity School of Medicine, Boston, Massachusetts; Gene Therapy for Myocardial Angiogane sis 

NIH/ORDA Receipt Date: 2-3-98. 
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9802-233 (SUBMISSION NOT COMPLETE) Gene Therapy/Phaae ll/CancerfMelanoma/lmmunoOierapy/ln Vlvo/Autoloe.ous Tumor 
Q/J *^ Ceils/Catlonlc Liposome Complex^MRIE-rX)PE/Vlcal.1005/HLA-B7/BotB-2 Microglobulin cDNA/lntratumoral Injection 

; pn ase // stuoy of Direct Gene Transfer of HLA-87 Plasmid DNArVMRlEVOPE Upld Complex lAltovectir,- 7} as an taniLnot/iera^Ldt 

Agent in Patients with Stage III or IV Melanoma with No Treatment Alternatives Sponsor: Vical. inc. 

nih/OROA Receipt Date: 2-9-33. 



, 9802-234 (SUBMISSION NOT COMPLETE) Gang Therapy/Phase HI/Canccr/Melanoma/lmmunotherapy/ln Vivo/Autologous Tumor 
yp Cells/Catlonlc Liposome Complex/DMRIE-DOPEMeaM005/HLA-87/Beta-2 Microglobulin cONA/lntratumoral Injection , 

■ A Controlled, Randomized Phase III Trial Comparing tha Response to Dacarbazine With and Without Allovectin- ? in Patiems with 

Metastatic Melanoma Sponsor Vical, Inc. 

Nlh/ORDA Reccip'. Date: 2-9-98. 



9802-235 (y«tl*7le^ew7GTn»q*ertpy/?r**« I/Cancer/Brain Tumore/Glloblwtc^a/Vector-Olrected Cell Lysls/ln Vlvo/Autologous Tumor 
7^7 W Cells/Heroes Simplex Virus Typ£ I/Tumor Lysls/lntratumorsl Injection 

Markert, James; University oT Alabama, Birmingham, Alabama; Medlock, Michael; Georgetown University Medical Center. Washington OCA Dose 
Escalating Phase I Study of the Treatment of Malignant Glioma with 3207, 9 Genetically Engineered HSV-1 Sponsor; NeuroVir. l ie. 

NIH/ORDA Receipt Date; 2-10-93. 



9802-236 (Under Review) Gene Therapy/Phase l/Cancer/Prostate/Vector-Dlrected Cell Lysls-'ln Vivc/Autologous Tumor Cells/Adenovirus Type 
5/Repflcatlon-conipeteit Virus/Promoter and Enhancer Elements of the Prostate Specific Anttgen/lntratumoral Injection 




Simons. Jonathan W.; Johns Hopkins University School or Medldne, Baltimore, Maryland; A Phase I Dose Escalation Trial of the Intreprostotic Injection 
of CN70S, e Prostate-Specific Antigen Gene-Regulated Cytolytic Adenevlms, In Patients with Recurrent, Locally Advanced Prostate Cancer Sconsa- 

l^aUnn \ryr- 



NIH/QRDA Receipt Date: 2-13-98, 



980.2.23T (iJrideFReview) Gene Therapy/Phase l/Rrteumatold Arthrttls/ln Vlvo/Autologous Synovial Cells/Naked Plasmid DNA/Horpes Simplex 
<^Viru3 Thymidine Kinase <wne/Ganddovlrfliitra-Artlcuiar Administration 



Roessler, Blake J.; The University of Michigan Medical Center, Ann Arbor, Michigan: Molecular Synovectomy by In Vivo Gene Transfer; A Phase i 
N:K/ORDA Receipt Date: 2-13-98. 



9802-238 (Under Review) Gene TherapyrPhase Ml/Coronary Artery Olaeaw/ln Vlvorlschemlc Myocardlum/Adonovlrus/Serotype 5/Flbroblast 
Growth Factor (FGF) cDNA/intracoronary Administration ^ 

Lee. Joon S.. University of Pittsburgh School of Medicine, Pitteourgh, Pennsylvania; Phase 1/2 Study of the Effects of Ascending Doses of Adenovirus 
Medieted Human FGF-4 Gene Transfer m Patients with Stable Exertional Angina Sponsor: Berlex Laboratories, Inc. 

NIH/ORDA Receipt Date: 2-24-98. 



9802-239 (Open) Gene Therapy/Phaee l-ll/Cancer/Hepatle Metastasis of Colorectal Carclno-ma/lmmunotherapy/ln Vitro/A utolooous CD4f and 
COS* Lymphocyteii/Retrovirus/CCA&JEeta T Cell Receptor/Hepatic Artery Infusion 

Be-gslar d, Emily K.; University of California, San Francisco, San Francisco, California; A Phase l/l l Study of Hepatic Infusion of A-Mo-jous CC*9-Zela 
Gene-Modlfled T Cells in Patients with Hepatic Metastasis from Colorectal Cancer Sponsor: Ceil Gencsys, Inc. 

nih/orda Receipt Date: 2-2E-S8. Sole FDA Review Recommended by NIH/ORDA: 3-17-98 



9803-240 (pj»n)-Gene Therapy/Phase I /Cancer/Non-Small Cell Lung Cencer/Pre-Orue/ln VIvo/AuteSogous Tumor Celis/Adenovlrus/ 
Serotypa(^H erpes Sirnpiex Thymidi ne KinaseGehe/Ganclclovlr/lntratumoral Injection 



aw* toa Review Reoommended by NIH/ORDA: 3-23-M 



Kinase/Ganclclcvlr/lntrav^ou, Infbilon vitroraiDiing Peripheral Blood Lymphocytes/R9trsylnisflten% Simplex Virus Thymidine 

Carclln,; GMt, Sergio; University of Te^D^er^^ 0f ^ Caf0,ins ' Colur - lt ' i »- 

Ur^rslty, Indlsnapolia. Indiana; A Ptese mi O^mT^l^ZiS^'^ ^IXTiTZT'ZV^ 
Kinase (HSV-TK) Trensduced Mononudau Cells in Subjects with A»a^o7R^SS?fWi5^ ? Simplex Vj.vs Thymidine 

NIH/ORDA Receipt Oate: 3-27-96. Scle FDA Review Reoommended by NIH/ORDA; 4-17-98 



7^ skie^^ 

NIH/ORDA Receipt Date: 3-30-98. 

NIH/ORDA Receipt Date: 4-1 0-98. Sole FDA Review Recommended tjy NIH/ORDA: 4-30-98 



NIH/ORDA Receipt Date: 4-10-98. 



(Scroll down for Summory Table) 
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TOTAL GENE TRANSFER PROTOCOLS 
(THERAPY, MARKING and NON- 
THERAPEUTIC) 


107 


7 


97 


1 


9 


20 


3 





Review level 2 - Accelerated RAC Review + NIH Office of Recombinant ONA Activities (ORDA) Approval + FDA IND Approval. 
This review process Is no longer in effect. 

Review Level 3 = Sole FDA Review Recommended by NIH/ORDA. Simultaneous submission to NlH(ORCA) required for the purpose of data 
monitoring and adverse event reporting. This review process Is no longer In effect. 

Review Level 4 - Sole FDA Review [submission to NIH(ORDA) not required]. This Is only for non-NIH funded (either dlroct or collaborative) 
Institution* who elect to submit to NIH(ORDA) under voluntary compliance. 

Review Level $ = Received by NIH(ORDA). Review level pending. ■ 

Review Level 6 «> Sole FDA Review Recommended by NIH/ORDA. Submission to NIH(ORDA) required for the purpose of data monitoring and 

adverse event reporting. This review process Is currently In effect 

Review Level 7 = Full RAC discussion + FDA approval. This review process Is currently In effort. 



